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General Instructions

Transplant Centers are responsible for submitting recipient baseline and follow-up forms on each
recipient who receives an unrelated donor stem cell transplant facilitated by the National Marrow
Donor Program” (NMDP). The same set of forms are completed regardlessif the stem cell
product is marrow, peripheral blood stem cells (PBSC) or cord blood. The NMDP STAR™
database will assign a 100 series number for forms completed for marrow, 500 series number for
forms completed for PBSC, and 600 series number for forms completed for cord blood.
Following is acomplete list of the recipient baseline and follow-up forms and the time points at
which each form becomes due and past due.

Form 1D and Description Date Form Becomes Due/Past Due

Form 120, 520, 620 v8 — Recipient Baseline and Transplant Data | Date of transplant
Past due 60 days after the
transplant date

Form 120, 520, 620 — Disease-specific Inserts Date of transplant
Insert | v2 — Acute Myelogenous Leukemia Past due 60 days after the
Insert Il v2 — Acute Lymphoblastic Leukemia transplant date

Insert 111 v2 — Chronic Myelogenous Leukemia (CML)
Insert IV v2 — Other Leukemias

Insert V v2 — MyelodysplasiadMyel oproliferative Disorders
Insert VI v2 — Multiple Myeloma

Insert VIl v2 — Other Malignancy

Insert VIII v2 — Aplastic Anemia

Insert IX v2 —Hodgkin and Non-Hodgkin Lymphoma
Insert X v1 — Severe Combined Immunodeficiency (SCID)
Insert X1 v1 —Wiskott Aldrich Syndrome (WAS)

Insert X111 v1 — Leukodystrophies

Insert X1V v1 — Mucopolysaccharidoses and Other Storage
Diseases

Insert XV v1 — Chediak-Higashi Syndrome

Insert XVI v1 — Hemophagocytic Lymphohistiocytosis
Insert XVII vl — X-Linked Lymphoproliferative Disease

Form 580 v2 — Transplant Center PBSC Product Analysis
Eorm AN vl — Cord Rland | Init S innloment
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Form 1D and Description Date Form Becomes Due/Past Due

Form 130, 530, 630 v9 — 100-Day Follow-Up Visit of Recipient | 100 day anniversary of transplant
Past due 120 days after the 100 day

anniversary

Form 130, 530, 630/ 140, 540, 640 Disease-specific Inserts | * 100 day anniversary of transplant
and I  Six month anniversary of

Insert | vl — Severe Combined Immunodeficiency (SCIDS) transplant

Insert 11 v1 — Wiscott Aldrich Syndrome (WAYS)  Oneyear anniversary of

Form 130, 530, 630/ 140, 540, 640 / 150, 550, 650 Disease transplant

Specific Insert 111 _ _ « Two year anniversary of

Insert 111 v1 — Post-Transplant Information for Hodgkin and transplant

Non-Hodgkin Lymphoma Past due 120 days (100 day report)
Form 130, 530, 630 Disease Specific Inserts V and VI or 90 days after the transplant

Insert V v1 — Leukodystrophies 100-Day Follow-Up Visit of anniversary date
Recipient
Insert VI v1 — Mucopolysaccharidoses and Other Storage
Diseases 100-Day Follow-Up Visit of Recipient
Form 130, 530, 630/ 140, 540, 640 Disease Specific Inserts
VIII, IX and X
Insert VIII vl — Chediak-Higashi Syndrome Post-Transplant
Follow-Up Form
Insert IX v1 — Hemophagocytic Lymphohistiocytosis Post-
Transplant Follow-Up Form
Insert X v1 — X-Linked Lymphoproliferative Disease Post-

Trancnlant Enllowil In Earm
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Form 1D and Description

Date Form Becomes Due/Past Due

Form 140, 540, 640 v6 — Six Month to Two Y ear Follow-Up
Visit of Recipient

 Six month anniversary of
transplant

e Oneyear anniversary of
transplant

e Two year anniversary of
transplant

Past due 90 days after the

transplant anniversary date

Form 130, 530, 630/ 140, 540, 640 Disease-specific Inserts |
and Il
Insert | vl — Severe Combined Immunodeficiency (SCIDS)
Insert Il v1 —Wiscott Aldrich Syndrome (WAS)
Form 130, 530, 630/ 140, 540, 640/ 150, 550, 650 Disease-
specific Insert 111
Insert 111 v1 — Post-Transplant Information for Hodgkin and
Non-Hodgkin Lymphoma
Form 140, 540, 640/ 150, 550, 650 Disease-specific Inserts V
and VI
Insert V v1 — Leukodystrophies Annual Follow-Up Visit of
Recipient
Insert VI v1 — Mucopolysaccharidoses and Other Storage
Diseases Annual Follow-Up Visit of Recipient
Form 130, 530, 630/ 140, 540, 640 Disease-specific Inserts VI,
IX and X
Insert VIII v1 — Chediak-Higashi Syndrome Post-Transplant
Follow-Up Form
Insert IX v1 — Hemophagocytic Lymphohistiocytosis Post-
Transplant Follow-Up Form
Insert X v1 — X-Linked Lymphoproliferative Disease Post-

Tranenlant Enllowil In Earm

Y early anniversary of transplant
Past due 90 days after the
transplant anniversary date
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Form 1D and Description Date Form Becomes Due/Past Due

Form 150, 550, 650 v3 — Y early Follow-Up for Greater Than Starting year three, every transplant
Two Y ears Post-Transplant anniversary date

Past due 45 days after the
transplant anniversary date

Form 130, 530, 630/ 140, 540, 640/ 150, 550, 650 Disease- Y early anniversary of transplant
specific Insert 111 Past due 45 days after the
Insert 111 v1 — Post-Transplant Information for Hodgkin and transplant anniversary date

Non-Hodgkin Lymphoma
Form 140, 540, 640/ 150, 550, 650 Disease Specific Inserts V
and VI
Insert V v1 — Leukodystrophies Annual Follow-Up Visit of
Recipient
Insert VI v1 — Mucopolysaccharidoses and Other Storage
Diseases Annual Follow-Up Visit of Recipient

Form ID and Description Date Form Becomes Due/Past Due
Form 190, 590, 690 v5 — Recipient Death Information At time of recipient’s death
Forms Due Report

Recipient baseline and follow-up forms are listed on the Transplant Center’ s Forms Due Report.
This report allows Transplant Centers to track which forms are currently due, or past due, for
each recipient. The Forms Due Report is generated once a month on the first Saturday of the
month. Transplant Centers will receive the Forms Due Report the following week in the weekly
mailing from the NMDP. See Appendix A for a sample Forms Due Report, and a detailed
explanation of how to read the report. The Forms Due Report can also be accessed via
TransLink™. See Appendix B.

Submitting Formsto the NMDP Registry
A copy of al recipient baseline and follow-up forms must be mailed to the NMDP Registry at

3001 Broadway Street NE, Suite 500, Minneapolis, MN 55413. Retain the original form at the
Transplant Center.
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Error Correction Reportsand Submitting Error Correctionsto the NMDP
Registry

Errors on the follow-up forms will appear on the Daily Error Report received viaMCI mail. Any
errors not resolved by month end will aso appear on the Monthly Error Report. See Appendix C
for asample Daily Error Report and Monthly Error Report. Errors must be corrected by
completing the Error Correction form corresponding to the page of the form containing the error.
Also use the Error Correction form to correct data that did not generate an error report from the
NMDP. Write “Transplant Center Initiated” across the top of the error correction page. See
Appendix D for a sample error correction page and instructions on how to completeit. The
Registry cannot accept error corrections or data updates made using any other method. Fax error
corrections to the Registry at 612/627-5895.

How to Order Forms, Error Correction Pages and Registry Mailing L abels

Recipient baseline and follow-up forms and master copies of the error correction pages can be
printed off of the NMDP Network website. Recipient baseline and follow-up forms, master
copies of the error correction pages, and Registry mailing labels can also be ordered through the
NMDP Materials Catalog. To obtain a copy of the NMDP Materias Catalog, call the NMDP
Communications and Education Administrative Assistant at 612/627-5800.
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General Guidelinesfor Completing Forms

1. Forms should be completed in only blue or black ink. Do not use a pencil to complete the
forms.

2. Complete the “key fields’ (recipient ID, today’ s date, Transplant Center code, transplant date,
product type, and, on the Form 140, 540, 640 and Form 150, 550, 650, the follow-up visit for
which form is being completed) found in the upper right hand corner of the first page of every
form. The form cannot be entered into the database until all the “key fields’ are complete and
correct.

3. Writethe recipient identification number in the field labeled “NMDP Recipient ID” located
at the top of each page of the form.

4. If an exact dateisnot known, but the month and year are known, report the day of the month
as 15.

5. If amistake is made when completing the forms, do not erase the error or use white-out.
Instead, draw aline through the error, write in the correct answer, circle it and initial the
correction.

Date of Transplant for which 1111212 L2
thisform is being compl eted: Morth

¢«»)
[« )]
@

MMM

Day Y ear

6. Answer al primary questions that lead into a box.
7. Carefully follow al the arrows on the form and the “ continue with” instructions.

8. If aquestion lists a series of responses with a“yes’ or “no” check box for each response,
check either “yes’ or “no” for each response. Do not leave any responses blank.
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How to Avoid Errors

When aform is entered into the NMDP database, the form goes through a series of validation
checks to make sure the data entered are correct. If any data does not pass one of the validation
checks, an error report will be generated. Transplant Centers can avoid generating most errors by
reviewing a completed form for potential errors prior to submitting it to the NMDP. When
reviewing the form, it is helpful to keep in mind the types of validation the form will go through
when it is entered. Following are the types of validation:

1. Mandatory field validation: Certain fields on the forms must be completed for all patients
(e.g., primary questions that lead into a box). Other fields must be completed depending on
how a primary question is answered (e.g., “yes’ to “developed acute GVHD” will make
mandatory all acute GVHD questions). The computer will check to make sure al the
mandatory fields are completed.

2. Rangevalidation: The computer checks all lab values, drug doses, heights and weights
against established upper and lower limits. See Appendix E for validation ranges listed by
form and question number. To avoid generating range errors, follow the following procedure:

a) After completing aform, check the responses against the established validation range.

b) If the value falls outside the validation range, verify that the reported valueis correct.

c) If thevaueis correct, write in the margin of the form that the value has been verified.
An error will not be generated.

3. Consistency between forms. The computer checks for consistency between data reported on
the current form and related data reported on a previous form. For example, on the Forms
130, 530, 630 and 140, 540, 640, the disease for which the post-transplant disease status is
reported is validated against the disease reported on the Form 120, 520, 620.

4. Consistency within a form: The computer also checks for consistency between related data
reported on the same form. For example, all dates are validated against the “date of contact.”
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Declaring Recipients L ost to Follow-Up

Since the NMDP cannot accurately assess outcome of unrelated stem cell donor transplants
without survival status of recipients, lost to follow-up declaration will only be allowed on avisit-
by-visit basis with the hope that the recipient will eventually be located. A recipient may be
declared aslost to follow-up if the Transplant Center cannot obtain follow-up datafrom alocal
physician and if the Transplant Center does not have a current address or phone number for the
recipient.

Use the following procedure to declare arecipient aslost to follow-up:

1. Request that the NMDP perform a search through Search Americafor a current address or
phone number for the recipient. To request a search, fill out a Search America Search
Request Form and fax it to the Research Department. An example of thisform isin Appendix
F. Copies of this form can be ordered through the NMDP Materials Catalog, item number
4192. If the search is successful, you will be provided with the current address and, in some
cases, the phone number for the recipient. Y ou can then pursue follow-up with the recipient.

2. If the Search America search does not provide any leads for reaching the recipient, you may
declare arecipient lost to follow-up for a specific visit by filing a“Lost to Follow-Up
Declaration” form. An example of thisformisin Appendix G. Copies of thisform can be
ordered through the NMDP Materials Catalog, item 4191. This form verifies that the phone
numbers and address on file at your Transplant Center are not current and that a search
through Search Americadid not yield a current address or phone number for the recipient. In
some instances, Search Americamay provide a phone number or address for the recipient
that is different from the one on file at your Transplant Center but is still not current. Filing
this form will result in removing the current follow-up form that is due for the recipient from
the Forms Due Report. If you are still not able to locate the recipient at the time the next
follow-up form comes due, you will be asked to follow this process again.
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Reimbursement for Forms Completion

The NMDP reimburses Transplant Centers for all completed recipient baseline and follow-up
forms. A form is not considered complete until it is error-free. Forms are reimbursed at the
following rate:

Form Rate
Form 120, 520, 620 and inserts $135
Form 130, 530, 630 and inserts $110
Form 140, 540, 640 and inserts $ 85
Form 150, 550, 650 and inserts $ 27.50
Form 190, 590, 690 $ 2750

Continuous Process I mprovement (CPI) Phasel |

The NMDP has established criteriafor submitting the recipient baseline and follow-up forms. To
be compliant with CPI Phase I, Transplant Centers must submit at least 90% of the forms due
within the following time periods:

Form Due Date 90% Submitted Within

Form 120, 520, 620 and disease- | Transplant date 60 days

specific inserts, and product

analysisforms

Form 130, 530, 630 and inserts Day 100 post-transplant 120 days

Form 140, 540, 640 and inserts 6 month, 1 year, 2 year 90 days
transplant anniversary

Form 150, 550, 650 and inserts Starting year 3, annually on 45 days
transplant anniversary

Transplant Centers receive CPI Phase Il reports three times a year (January, May, September)
listing the number of follow-up forms that were due in a given trimester, and the number and
percentage of each that were submitted within the trimester. A form is not counted as submitted
until al errors have been resolved. Transplant Centers not compliant with CPI Phase |l standards
will enter adue process procedure that could eventually lead to a Transplant Center being
suspended from initiating new patient searches until the due forms are submitted. See Appendix
H for the complete CPI Phase || document.
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On-Site Data Audits of Recipient Baseline and Follow-Up Forms

As part of the NMDP s data quality assurance programs, the NMDP conducts on-site data audits
of the recipient baseline and follow-up data. All U.S. Transplant Centers that have performed at
least ten transplants will be eligible for an on-site audit. Transplant Centers will be audited once
every four years. A comprehensive summary of the on-site data audit planisin Appendix I.

Helpful Phone and Fax Number s/E-mail Addresses

See Appendix Jfor alist of NMDP staff who can answer questions regarding forms compl etion,
error corrections, and CPI Phase ll.
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FORM 120, 520, 620
Recipient Baseline and Transplant Data

Form 120, 520, 620 is designed to obtain data on the recipient’s clinical condition just prior to
conditioning for transplant, the anti-tumor and/or immunosuppressive conditioning regimen, the
stem cell shipping conditions, stem cell manipulation method, and recipient reaction (if any)
associated with the infusion of the stem cell product.

This form becomes due on the transplant date and is past due if not received within 60 days of
the date of transplant. Depending on the primary disease for which the recipient is being
transplanted, a disease-specific insert may also be due. Form 120, 520, 620 is not considered
complete until any required inserts or product analysis forms have been completed. A Form 120,
520, 620 (with appropriate inserts or product analysis forms) is expected on every recipient
transplanted with an NMDP donor.

Form Key Fields:

A. Unrelated Recipient NMDP ID: - }
Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’ s last name using capital |etters.

C. Recipient Local ID (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Donor NMDP ID: ) )
Enter the nine-digit NMDP Unrelated Donor ID.

E. Today’sDate:

Month Day Year
Enter the date on which you are completing this form.

F. TC Code:

Enter your Transplant Center’ s three-digit code.

G. Dateof Transplant for which thisform isbeing completed:

Month Day Y ear

Enter the date the transplant occurred. (Date of transplant is the date the stem cell
infusion was started.)

H. Product Type: O Marrow O PBSC O Cord blood
(Form 120) (Form 520) (Form 620)

Check the box that corresponds to the transplant product type.
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Demographic Data

Question 1 Recipient name:

Enter the recipient’s full name, last name followed by first name.

Question 2a  State of residence of recipient:

Enter the state (U.S. recipients only) in which the recipient resides. If the
recipient is anon-resident of the U.S. continue with question 2c.

Question 2b  Zip or postal code for place of recipient’s residence:

Enter the zip or postal code (U.S. recipients only).

Question 2¢c  Country if non-resident of USA:

Enter the recipient’ s resident country.

Question 3  Doestherecipient have aU.S. Socia Security Number (or Canadian Social
Insurance Number)?

If the recipient has a Social Security or Canadian Socia Insurance Number,
check “yes’ and continue with question 4.

If the recipient does not have a Social Security Number, check “no” and continue
with question 5.

If your center is not allowed to provide this number, check “Transplant Center is
not allowed to report thisinformation.”

Question 4 Social Security Number/Socia Insurance Number:

Enter the recipient’s Social Security Number or, if Canadian, the recipient’s
Socia Insurance Number.

Question 5 Sex:

Indicate if the recipient is“male” or “female.”
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Question 6 Race:

It isimportant to obtain detailed race information. If the information is not
available in the chart, contact the attending physician to determine the race of the
recipient. If the recipient’ s parents are from two separate racial/ethnic groups,
check both groups.

The racial/ethnic groups are categorized into six primary groups:
“Caucasian/White,” “Black,” “Asian/Pacific Islander,” “Hispanic,” “Native
American,” or “Other.” Under the recipient’ s primary group or groups, indicate
the recipient’ s detailed race description. If the recipient is “Native American -
Alaskan Native or Aleut,” or “Native American - American Indian,” indicate
which tribal nation the recipient belongs to.

If the recipient does not fall into any of the specified categories, check “ Other”
and specify the race.

Question 7 Date of birth:

Enter the recipient’ s date of birth.

Primary Disease

Question 8  What was the primary disease for which the transplant was performed?

Step One:  Select the primary disease (or the broad disease grouping the
primary disease isincluded in) for which the recipient is receiving
the transplant, e.g., “AML” or “Inherited disorders of metabolism.”

Step Two:  Follow the arrow into the box next to the primary disease or broad
disease grouping, and check the detailed disease description, e.g.,
“M1, myeloblastic” or “Hurler syndrome (IH).”

Step Three: Complete the Form 120, 520, 620 disease-specific insert specified
in the box.
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Example:
Step One:  Primary diseaseisAML.
Step Two:  Disease classification is M2, myelocytic.

Step Three: Complete Form 120, 520, 620 - Insert |. Please refer to the disease-
specific instructions to complete the inserts.

ﬁciﬁi enous | 1 H M1, myeloblastic
Iel)jkerglia 2 @ M2, myelocytic
(AML) 3 O M3, promyelocytic
- (APML, APL)
4 O M4, myelomonocytic
(AMML)

5 O M5, monocytic (AMMOL)
6 OO M6, erythroblastic (AEL)
7 O M7, megakaryoblastic

8 O Granulocytic sarcoma

9 O Other, specify:

10 O Unknown

Please Complete
Form 120, 520, 620 - Insert |

NOTE:
If arecipient with Fanconi Anemia hastransformed to a leukemic or myelodysplastic
phase, indicate that therecipient’s primary disease is Fanconi Anemia by checking
Box 11 (Inherited abnor malities of erythrocyte differentiation or function) and
Fanconi Anemia (Box 10.1). Thereafter, complete theinsert appropriate for the
recipient’scurrent clinical disorder: acute myelogenous leukemia (Insert | instead of
Insert VIII), acute lymphoblastic leukemia (Insert 11 instead of Insert VIII), or
myelodysplastic syndrome (Insert V instead of Insert VII1). If the recipient has not
transformed to a leukemic or myelodysplastic phase, complete Insert VIII.

For recipientswith MDS, report the most advanced stage the disease ever evolved to as
the primary disease for which the transplant was performed. For example, if the
recipient was diagnosed with refractory anemia with excess blasts, then progressed to
AML, and after treatment was classified asrefractory anemia, report AML asthe
primary disease.

For recipientswith AML that transformed to AML from MDS or pre-leukemia, two
insertsarerequired: Insert | for AML (disease for which recipient received the
transplant) and Insert V for MDS (the antecedent hematologic disor der).
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Potential Source Documentsto Verify Recipient Disease
Diagnosis Sour ce
AML Bone Marrow Pathology Report, Flow Cytometry Report, Cell
Marker Report, Chromosome Report, PCR Study for BCR-ABL
CML Chromosome Report
MDS Pathology Report
Other Leukemias Pathology Report
Lymphomas Pathology Report
Multiple Myeloma Pathology Report
Other Malignancies Pathology Report
Severe Aplastic Anemia Pathology Report;
Immunodeficiency Disorders | Immune Studies
Platelet Disorders Pathology Report

Clinical Status of Recipient Prior to Conditioning

Question9  What isthe recipient’s blood type?

Indicate the recipient’ s blood type.

Karnofsky & Lansky Scales

Two scales are used to report the functional status of the recipient prior to conditioning. The
Karnofsky Scale is designed for recipients aged 16 years and older, and is not appropriate for
children under the age of 16 years. The Lansky scaleis designed for recipients less than 16 years
old.

Question 10  What was the functional status of the recipient prior to conditioning?

Based on the age of the recipient, complete either the Karnofsky or Lansky Scale.
Check the phrase that best indicates the recipient’s activity status.
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Coexisting Disease

Question 11  Werethere clinically significant coexisting diseases at any time prior to
conditioning?

Report any coexisting disease or organ impairment at any time prior to
conditioning.

If “yes,” continue with question 12.

If “no,” continue with question 13.

Question 12  Indicate the diagnoses:

For each diagnosis listed, check “yes’ or “no.” Chromosomal abnormalities,
impairments and/or disorders associated with the primary disease should not be
reported in this section, e.g., Ph+ for CML/AML/MDS recipients. Also, do not
report infections or chemical liver disease in this section.

Question 13  Does the recipient have a history of smoking cigarettes?
If “yes,” continue with question 14.
If “no” or “unknown,” continue with question 16.

Question 14  Has the recipient smoked cigarettes within the past year?

Indicate “yes,” “no,” or “unknown.”

Question 15  Hasthe recipient smoked cigarettes prior to but not during the past year?

Indicate “yes,” “no,” or “unknown.”

Organ Function Prior to Conditioning

These questions are intended to determine the clinical status of the recipient prior to conditioning
for stem cell transplantation. Report the most recent lab values obtained prior to the onset of
conditioning for the transplant. Lab values obtained on the first day of conditioning may be
reported as long as the blood was drawn before any radiation or chemotherapy was administered.
For each lab value reported in this section, aso report your institution’s upper limit of normal.
The institution’s value for upper limit of normal can usually be found on the lab report next to
the test result in the column titled “normal range” or “reference range.”
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Question 16

Question 17

Question 18

Question 19

Question 20

Question 21

Question 22

Question 23

Question 24

Question 25

AST (SGOT):
Enter the AST level in units per liter (U/L).

Date tested:

Enter the date the AST test was performed.

What is the upper limit of normal for your institution?

Enter your institution’s upper limit of normal for AST in units per liter (U/L).

Serum creatinine;

Enter the total serum creatinine. Indicate if the total serum creatinine was
measured in milligrams per deciliter (mg/dL) or micromoles per liter (umol/L).

Date tested:

Enter the date the serum creatinine test was performed.

What is the upper limit of normal for your institution?

Enter your institution’s upper limit of normal for serum creatinine. in milligrams
per deciliter (mg/dL) or micromoles per liter (umol/L).

Tota serum bilirubin:

Enter the total serum bilirubin. Indicate if the total serum bilirubin was measured
in milligrams per deciliter (mg/dL) or micromoles per liter (umol/L).

Date tested:

Enter the date the total serum bilirubin test was performed.

What is the upper limit of normal for your institution?

Enter your institution’s upper limit of normal for total serum bilirubin. Indicate if
the total serum bilirubin was measured in milligrams per deciliter (mg/dL) or
micromoles per liter (umol/L).

LDH:
Enter the LDH level in units per liter (U/L).
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Question 26

Question 27

Question 28

Question 29

Question 30

Question 31

Date tested:
Enter the date the LDH test was performed.

What is the upper limit of normal for your institution?

Enter your institution’s upper limit of normal for LDH in units per liter (U/L).

Did the recipient have a history of clinically significant fungal infection
(documented or suspected) at any time prior to conditioning for transplant?

Fungal infections play amajor rolein the clinical outcome of recipients of
unrelated donor stem cell transplants. Indicate if the recipient had a significant
documented or suspected fungal infection at any time prior to conditioning for
transplant. Include any fungal abscesses of the lungs, sinuses, liver or spleen. Do
not include any superficial fungal infections of the oropharynx, e.g., thrush, oral
candidiasis.

If “yes,” continue with question 29.

If “no,” continue with question 33.

Did the recipient have an active fungal infection within 2 weeks prior to
conditioning?

Indicate “yes’ or “no.”

Select organism from list below. If more than one organism is documented or
suspected, copy this page and compl ete a separate form for each organism.

From the “Commonly Reported Fungal Organisms” chart on page 8 of the Form
120, 520, 620, select the code corresponding to the identified fungus. Enter the
code in the boxes provided. If the specific organism is not listed on the chart, use
code F15 “other fungus, specify above” and write the name of the organism in
the space provided.

Date of onset:

Enter the date of onset of the most significant fungal infection.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.
Page 22 of 357

Manual: Search and Follow-up Forms Instruction manual
Document Title: Form 120, 520, 620
Document Number: M002_C0002 12/21/2001 Verified: 12/21/2001

Effective Date: 12/21/2001

Replaces: N/A

Approved: 12/21/2001
Signatures on file at NMDP



Question 32 Select site(s) from list. If more than one site was involved, list one site of
infection in the first set of boxes, second site in the second set.

From the “Common Sites of Infection” chart on page 8 of the Form 120, 520,
620, select the code corresponding to the site of the infection. If more than one
site was involved, enter the codes for both sites.

Testing for Serological Evidence of Prior Viral Exposure/Infection

Question 33 For each of the listed testsfor viral exposure or infection, indicate if the test
to results were “positive,” “negative,” “inconclusive” or “not tested.” If state law
Question 40  prohibits you from reporting HIV test results, check “confidential.”

Pre-Transplant Conditioning

All recipients are transplanted under a specific protocol that defines the radiation and
chemotherapy the recipient will receive for conditioning for the transplant. This protocol should
be referred to when completing this section.

Question 41  Date pre-transplant conditioning began:

Enter the date the pre-transplant conditioning began. With the exception of
“intrathecal drugs’ and “additional radiation” start dates, all dates reported in the
conditioning section must be equal to or after the date reported in question 41.

Question 42  Height at initiation of pre-transplant conditioning (nearest centimeter without
shoes):

Enter the recipient’ s height, rounded to the nearest centimeter (without shoes).
Refer to Appendix K for a chart converting inches to centimeters.

Question 43  Weight at initiation of pre-transplant conditioning (nearest kilogram):

Enter the recipient’ s weight, rounded to the nearest kilogram (without shoes).
Refer to Appendix L for a chart converting pounds to kilograms.

Question 44  Was high-dose therapy (conditioning) given?
If “yes,” continue with question 45.

If “no,” continue with question 46.
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Question 45  Indicate the protocol requirements for conditioning agents to be given to the
recipient:

Indicate whether the protocol requires the conditioning agents to be given to the
recipient are to be given as “all conditioning agents given as outpatient,” “some,
but not all, conditioning agents given asinpatient,” or “all agents given as
inpatient.”

Radiation

Question 46  Wasirradiation performed as part of the pre-transplant preparative regimen, or
given within 14 days of preparative regimen?

If “yes,” continue with question 47.

If “no,” continue with question 66.

Question 47  What was the radiation field?

Indicate if the recipient received irradiation to “total body,” “total lymphoid or
nodal regions,” or “thoraco-abdominal region.” Complete al questions within the
section for the specified field.

Total Dose

Questions 48 | Total dose:
54
60 | If the radiation was delivered in a single dose, the amount of radiation delivered
in the single dose constitutes the total dose. If the radiation was fractionated
(several treatments), then the total dose isthe sum of al the doses given per
fraction.

Enter the total dose of radiation in centigrays (cGy).

Starting Date

Questions 49 | Starting date:
55
61 | Enter the date the single dose or first fraction of radiation was administered.
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Radiation Fractionated

Questions 50 | Was radiation fractionated?
56
62 | Radiation is either delivered as asingle dose or in severa treatments (fractions).
If the radiation was fractionated, check “yes.” If the radiation was given asa
single dose, check “no” and continue with question 66.

Dose Per Fraction

Questions 51 | Dose per fraction:
57
63 | Enter the dose per fraction in centigrays (cGy).

Number of Days

Questions 52 | Number of days:
58
64 | Enter the total number of days it took to complete the radiation therapy including
the rest days between days when therapy was administered. The number of days
radiation was administered can be greater than the number of fractions.

NOTE:
Examplefor Counting Radiation Days:
Recipient receivesradiation on Day -7 and Day -5. Three isthe number
of inclusive days radiation is given.

Day -7 Day -6 Day -5
3fractions None 3 fractions
200 cGy 200 cGy
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Radiation Fractionated

Questions 53
59
65

Total number of fractions:

Enter the total number of fractions (treatments) of radiation that were
administered. The recipient may receive more than one fraction per day
(hyperfractionation).

NOTE:
Number of fractions x dose per fraction = total dose
The number of fractions multiplied by the dose per fraction will equal
thetotal dosereported in questions 48, 54, or 60.

Additional Radiation

Report in this section any sites that received a “radiation boost.” Boosts are often given to
smaller sites that may have residual malignant cells. Include any radiation boosts that were
administered within 14 days prior to the conditioning start date.

Question 66

Question 67
to
Question 77

Question 78

Question 79

Was additional radiation given to other sites within 14 days prior to start of
pretransplant conditioning?

If “yes,” continue with question 67.

If “no,” continue with question 79.

For each site listed, check “yes’ or “no” to indicate if the recipient received
radiation to that site. Do not leave any responses blank. For each site that
received additional radiation, enter the total dose in centigrays (cGy).

Date radiation started:
Enter the date the first dose of radiation was administered.

Was the recipient transplanted on a protocol with a conditioning regimen
intended to be non-myeloabl ative?

Answer “yes’ or “no” and continue with question 80.
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Pretransplant Conditioning Drugs

In this section report only drugs that are listed as part of the conditioning protocol. Do not
include drugs that were administered to offset the side effects of the chemotherapy, e.g.,
corticosteroids for nausea, MESNA for hemorrhagic cystitis. Also in this section report any
intrathecal drugs the recipient received for prophylaxis or treatment of CNS disease within 14
days prior to the start date of conditioning. Drugs listed in this section are generic drug names.
See Appendix M for alist of trade names under which generic drugs are manufactured.

Question 80 Were drugs given for pretransplant conditioning?

If the recipient did not receive drugs as part of the conditioning protocol, check
“no” and continue with question 83.

If the recipient received immunosuppressive drugs or anti-neoplastic drugs as
part of the conditioning protocol, check “yes’ and continue with the list of drugs.
Indicate which drugs the recipient received as part of the conditioning regimen.
Check “yes’ or “no” for each drug listed. Do not leave any responses blank.

NOTE:
Drug doses are calculated either by recipient weight or recipient body
surfacearea (BSA) in m? (see Appendix Q). The conditioning protocol
will specify “x mg/kg” or “x mg/m® and thetotal number of dosesto be
administered.

Check the physician ordersin the medical record chart to determine the
drug dose and total number of dosesthat were ordered. Then verify that
thedrug was administered in the medication administration record.

To calculatethetotal dose administered:
Multiply “mg of drug per dose” x “total number of doses.”

If the dose was prescribed in grams (gm) rather than milligrams (mg),
multiply the total dosein gm by 1,000 to convert to mg.

Example:
Drug Daily Dose = Schedule
ARA-C 5.2gm twice daily x 6 days (12 dosestotal)

Total dose: 5.2gm x 12doses=62.4gm
62.4 gm x 1000 = 62,400 mg
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Enter the date the first dose of the drug was administered.

NOTE:

Thisdate must beon or after the date entered in question 41, “ Date pre-
transplant conditioning began.” The only exceptions arethe start dates
entered for intrathecal drugs (responsesm or n). Start datesfor
intrathecal drugs may be within 14 daysprior to the conditioning start
date.

Question 81  Radionuclide-tagged monoclonal antibody, specify:
Indicate “yes’ or “no.” If “yes,” specify the antibody given.

Question 82  Other monoclonal antibody, specify:
Indicate “yes’ or “no.” If “yes,” specify the antibody given.

Transplant Maneuver

NOTE:

Questions 83 through 97 arefor marrow only. For peripheral blood stem cells, continue
with question 98 and, in addition, complete Form 580 — Filgrastim M obilized PBSC
Protocol — Transplant Center PBSC Product Analysis. For cord blood, continue with
guestion 98 and, in addition, complete Form 680 — Cord Blood Unit Supplement.

Question 83  Date of receipt of marrow at your facility:

Enter the date the marrow was received at your facility.

Question 84  Time (24-hour clock) at receipt of marrow:

Using the 24 hour clock, enter the time the marrow was received at your facility.
Indicate if the recorded time was “ standard” or “daylight savings’ time. See
Appendix N for atable converting 12-hour clock timesto 24-hour clock times.
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Question 85  Storage temperature during transport:

Indicate if the marrow was “ Refrigerated: 1°-8° C” or at “Room temperature”
during transport. If the marrow was transported on wet ice or ice packs, check
“Refrigerated at 1-8° C.”

Question 86  Nucleated cell count of the marrow before processing (uncorrected cell count):

Enter the uncorrected nucleated cell count of the marrow prior to processing, or
prior to infusion if no processing was performed. An uncorrected cell count does
not have the peripheral blood white cell count subtracted fromit.

NOTE:

The cell count derived at the Collection Center should not be entered for
this question. Repeat the cell count immediately after receipt of the
marrow at your facility.

NOTE:

Tipsfor Reporting Nucleated Cell Counts
Report asa cell concentration (cells/'volume). Example: 35 x 10° cells/mL
Do not report as a cell dose (cells/recipient weight). Example: 2.5 x 10° cells/kg
Do not report as atotal dose (cells). Example: 17.5 x 10° cells
Equivalent unitsfor Nucleated Cell Concentrations:

nx 10%L = nx 10%mL = ncelmm® =ncelsx 10¥mm?®
1000

Example:

Nucleated cells = 4.6 x 10%L = 4.6 x 10%mL = 4600 cellymm® = 4.6 x 10/mm®
1000

Question 87  Tota volume of marrow before processing:

Enter the total volume of marrow in milliliters. If the volume was not measured
at your Transplant Center, this value can be derived from the Collection Center
information provided on Form 60. The total volume of marrow indicated should
reflect the full volume received by your Transplant Center before manipulation,
cryopreservation or withdrawal of marrow for research purposes. The total
volume will include any media added to the marrow at the collection site.
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Thetotal volume of marrow can aso be calculated from the weight of the
marrow by using the following calculation:

NOTE:
Calculating Total Volume

Weight of marrow in grams* = Volumeof marrow in mL
1.06 (Density)

Example:

Weight of marrow: 1050 grams = 951 mL
1.06

* Weight of marrow in bag minus weight of empty bag.

Marrow Manipulation

Question 88 Was the marrow manipulated at your facility prior to transplant?

If “yes,” continue with question 89.

If “no,” continue with question 92.

Question 89  Specify the reason the marrow was manipul ated:

Check “volume reduction only” if the only reason the marrow was manipul ated
was to reduce the volume of the marrow. Volume reduction is typically
performed for small pediatric recipients. Do not check “volume reduction only”
if the marrow was manipulated for a minor (plasma depleted) or major ABO
incompatibility, or if it was T-cell depleted.

Check “plasma depleted only” if the marrow was plasma depleted because of a
minor ABO incompatibility between the donor and recipient. Do not check
“plasmadepleted only” if the marrow was plasma depleted during the removal of
red cellsfor amajor ABO incompatibility or T-cell depletion.

Check “ABO incompatibility only” if red cells were depleted from the marrow
because of amajor ABO incompatibility between the donor and recipient. Do not
check “ABO incompatibility only” if amajor ABO incompatibility existed
between the donor and recipient, but the marrow was also T-cell depleted.

Check “GVHD prophylaxis’ if the marrow was T-cell depleted, and continue

with question 90.
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Question 90

Question 91

Question 92

Question 93

Question 94

Question 95

Question 96

Specify method used:

Indicate the method used to deplete the T-cells from the marrow. If “antibody +
complement,” “antibody + toxin,” “antibody affinity column,” or “antibody
coated plates,” continue with question 91.

Specify antibody:

Check “yes’ or “no” for each antibody listed. If antibodies were not used, check
“no” for each antibody listed, and also check “no antibodies used.”

Time (24-hour clock) at start of infusion:

Using the 24-hour clock, enter the time the infusion was started. Indicate if the
recorded time was “standard” or “daylight savingstime.” See Appendix N for a
table converting 12-hour clock times to 24-hour clock times.

Total volume of marrow infused on the day of transplant:

Enter the total volume of marrow in milliliters (mL).

Cell count of infused marrow (uncorrected cell count):

Enter the uncorrected cell count (concentration) of the infused marrow. See Note:
“Tips for Reporting Nucleated Cell Counts’ associated with the instructions for
guestion 86 in this manual. An uncorrected cell count does not have the
peripheral blood white cell count subtracted out. This count will be different
from the cell count entered in question 86 if the marrow was manipulated prior to
infusion.

Was afraction of the collected marrow cryopreserved for back-up infusion?

If only asmall amount (< 5 mL) of marrow was cryopreserved for research
purposes or quality control studies, answer “no.”

If “yes,” continue with question 96.

If “no,” continue with question 98.

Total volume of cryopreserved marrow:

Enter the total volume of cryopreserved marrow in milliliters (mL).
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Question 97  Nucleated cell count of cryopreserved marrow:
Enter the total nucleated cell count (concentration).

See Note: “Tips for Reporting Nucleated Cell Counts’ associated with the
instructions for question 86 in this manual.

NOTE:

If marrow or any donor blood samples are being used for research
pur poses, the protocol must first be reviewed and approved by the NMDP
Institutional Review Board.

Questions 98-103 must be completed for all product types. marrow, peripheral blood stem
cells, and cord blood.

Question 98  Wasthisthefirst transplant for this recipient?
If “yes,” continue with question 104.

If “no,” continue with question 99.

Question 99  Specify the number of prior transplants:

Record the total number of previous transplants. Include transplants from all
stem cell sources.

Question 100 What was (were) the prior stem cell source(s):

Indicate the source of stem cellsfor al previous transplants. Xenogeneic refersto
stem cells that are obtained from a species different from that of the recipient.
Syngeneic refersto stem cells that are obtained from an identical twin sibling.

Question 101 Date of the last transplant (transplant just before current transplant):

Enter the date of the transplant that was just prior to the current transplant.

Question 102 Reason for current transplant:

Indicate the reason for the current transplant. If the current transplant was
performed due to a recurrent malignancy, continue with question 103.
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Question 103 Date of relapse:

Enter the date of relapse for the recurrent malignancy.

Socioeconomic Information

Question 104 Istherecipient an adult (18 years of age or older) or emancipated minor?
If “yes,” continue with question 105.

If “no,” continue with question 108.

Question 105 Specify recipient’s marital status:

Check the recipient’s marital status as of the date of contact.

Question 106 Specify recipient’s highest completed educational level:

Check the recipient’s highest completed educational level as of the date of
contact.

Question 107 Specify the category which best describes the recipient’ s occupation:

Check the recipient’ s occupation category as of the date of contact. If the
recipient is not currently employed, check the box that best describes his/her last
job.

Question 108 Specify recipient’stype of health insurance (check all that apply):

Check the recipient’s source of health insurance as of the date of contact. If the
recipient carries more than one source, check all that apply.

Confidential Socioeconomic Information

Questions 109 and 110 must be completed for recipientswho arelegal residents of the
United States. If therecipient isnot a legal resident of the U.S., skip questions 109 and 110
and continue with the signature lines at question 111.
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Question 109 Specify type of fee reimbursement:

Check the type of fee reimbursement granted by the recipient’ s health insurance.

Question 110 Specify recipient’s combined household gross annual income:

Indicate the sum total of the annual incomes for all family membersliving in the
recipient’ s household, before taxes.

Signature The person completing the form must sign the form, print his’her name, and
provide a phone number, fax number, and e-mail address where he/she can be
reached.
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|nstructions
for
Form 120, 520, 620 — Insert |
Acute Myelogenous L eukemia
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Form 120, 520, 620 — Insert |
Acute Myelogenous L eukemia (AML)

Thisform is designed to obtain data on the recipient’ s hematol ogic findings and cytogenetic
findings at the time of diagnosis, on the course of the disease prior to transplant, and on the status
of the disease just prior to conditioning for transplant.

This form must be completed for al recipients whose primary disease reported on Form 120, 520,
620 question 8 isAML. Both Insert | and Insert V — Myelodysplasia/Myel oproliferative Disorders
must be completed if the recipient had a Myel odysplastic/Myel oproliferative Syndrome that
transformed to AML prior to transplant. Form 120, 520, 620 is not considered complete until all
required disease-specific inserts have been submitted to the Registry and are error free.

Form Key Fields:

All datareported in the key field section must be identical to the data reported in the key field
section for the corresponding Form 120, 520, 620.

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform is being completed:

Month Day Y ear
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood
(Form 120) (Form 520) (Form 620)

Check the box that corresponds to the transplant product type.
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Question1  What was the date of diagnosis of Acute Myelogenous Leukemia?

Enter the date the recipient was diagnosed with AML. The date of diagnosis will
usually be the date the stem cells were obtained for examination. Do not enter the
date symptoms first appeared.

Question 2  Wasthis a secondary (therapy-linked) leukemia?

Indicate if the AML is related to therapy the recipient received for a prior disease.

Thiswill usually be radiation or chemotherapy. Do not answer this question “yes”

if the recipient developed AML after an environmental exposure, e.g., exposure to
benzene.

If “yes,” continue with question 3.

If “no,” continue with question 6.

Question 3  Cite prior disease (malignant or nonmalignant):

Indicate if the prior disease was “Hodgkin lymphoma,” “Non-Hodgkin lymphoma’
or “Other.” If “Other,” specify the disease.

Question4  What was the date of diagnosis of prior disease?

Enter the date the prior disease was diagnosed. This date must be prior to the AML
diagnosis date entered in question 1.

Question 5  Treatment for prior disease included:

Check “yes’ or “no” for each treatment listed. If treatment was “ Other,” specify the
type of treatment given. Do not leave any responses blank.

NOTE:

Include all drugs administered in the chemotherapy section. Do not specify
individual drugsin question 5.
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Question 6  Did the recipient have a documented antecedent hematol ogic disorder (preleukemia
or myelodysplastic syndrome)?

NOTE:

If theresponseto question 6is“yes,” complete Insert V —Myelodysplasia/
Myeloproliferative Disordersin addition to Insert I. Insert V provides more
detailed information on the preleukemic or myelodysplastic syndrome prior
to therecipient’s developing AML.

If “yes,” continue with question 7.

If “no,” continue with question 11.

Question 7 What was the date of diagnosis of antecedent hematol ogic disorder?

Enter the date the antecedent hematol ogic disorder was diagnosed. This date must
be prior to the AML diagnosis date entered in question 1.

Question 8  What was the classification of hematologic disorder at diagnosis?

Indicate the classification of the hematologic disorder at diagnosis. If the disorder
was “ Other myelodysplasia or myeloproliferative disorder,” specify the condition
in the space provided.

Question 9  Did recipient have a cytogenetic abnormality at any time during the course of the
disease?

If “yes,” continue with question 10.

If “no” or “unknown” continue with question 11.

Question 10  What was (were) the cytogenetic abnormality(ies)?

See Appendix O for alist of cytogenetic abbreviations/terms and their definitions,
and an explanation of how to interpret a cytogenetic report.

Check “yes’ or “no” for each cytogenetic abnormality listed. If the abnormality
was “Other,” specify the cytogenetic abnormality. Do not leave any responses
blank.

Question 11  Did recipient have a predisposing condition prior to diagnosis of leukemia?
If “yes,” continue with question 12.

If “no,” continue with question 13.
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Question 12 Please specify:

Indicate the condition the recipient had prior to diagnosis of leukemia. If the
condition was “ Other,” specify the condition.

NOTE:

If theresponseto question 12 is Fanconi Anemia, then Fanconi Anemia
must bethe primary disease listed on the Form 120, 520, 620 question 8.

Hematologic Findings at Diagnosis of Acute Myelogenous Leukemia

Question 13 WBC:

Indicate if the white blood cell (WBC) count at the time the AML was diagnosed is
known.

If “known,” enter the WBC in 10%/L.

Question 14  Blastsin blood:

Indicate if the percent of peripheral blood blasts at the time the AML was
diagnosed is known.

If “known,” enter the percent of blasts found in the peripheral blood.

Question 15 Blastsin bone marrow:

Indicate if the percent of bone marrow blasts at the time the AML was diagnosed is
known.

If “known,” enter the percent of blasts found in the bone marrow.

NOTE:

If the bone marrow pathology report statesarangefor blasts, enter the
aver age of therange rounded to the nearest whole number; e.g., if 0% - 5%,
enter 3%. If thereport states> 90% blasts, packed marrow, or sheets of
blasts, enter 91% on theform. If thereport states < 5% blasts, enter 4% on
theform.
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Question 16  Was extramedullary disease present at diagnosis?

NOTE:

Extramedullary refersto disease found in organsor tissue outside the bone
marrow or blood stream (e.g., central nervous system, testis, skin, soft
tissue, etc.)

If “yes,” continue with question 17.

If “no,” continue with question 18.

Question 17  Please specify sites:

Indicate “yes’ or “no” for both siteslisted. If siteis“Other,” specify the site. Do
not leave any responses blank.

Question 18  Were cytogenetics tested at diagnosis, prior to start of treatment?

See Appendix O for alist of cytogenetic abbreviations/terms and their definitions,
and an explanation of how to interpret a cytogenetic report.

Indicate if chromosome studies (cytogenetics) were obtained at the time the
recipient was diagnosed with AML, but prior to the start of any treatment for the
disease. If cytogenetic studies were obtained but there were not adequate cells
(metaphases) to determine the results, check “yes, but no evaluable metaphases.”

If “yes,” continue with question 19.

If “yes, but no evaluable metaphases,” “no” or “unknown,” continue with question
22.

Question 19  Number of metaphases examined:

NOTE:

M etaphase refersto the cell stage at which chromosomes are examined. The
number of cells examined is equivalent to the number of metaphases
examined.

Enter the number of metaphases.
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Question 20

Question 21

Question 22

Question 23

Question 24

Question 25

Was karyotype normal ?

NOTE:

Karyotyperefersto the designation of the results of the chromosome
analysis. The karyotype may be defined at a cell level, a cell line or clone
level, or at the level of the entireindividual.

If “yes,” continue with question 22.
If “no,” continue with question 21.
Specify the abnormality(ies):

Check “yes’ or “no” for each abnormality listed. If karyotype abnormality was
“Other,” specify the abnormality. Do not |eave any responses blank.

Was afirst complete remission achieved?

NOTE:

Remission isdefined asa marrow with normal cellularity, and lessthan or
equal to 5% blasts. Recipients with persistent cytogenetic abnormality or

extramedullary disease should be considered to have persistent disease or to
bein relapse.

If “yes,” continue with question 23.

If “no,” continue with question 29.

Date:

Enter the date the first remission was achieved. This date must be later than the
date of AML diagnosisin question 1.

Did relapse occur pretransplant?
If “yes,” continue with question 25.

If “no,” continue with question 29.

Date of first relapse:

Enter the date of the first relapse. This date must be later than the date of first
complete remission in question 23.
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Question 26

Question 27

Question 28

Question 29

Question 30

Did thefirst relapse occur on chemotherapy?

Indicate if the recipient relapsed while receiving chemotherapy.

Was additional therapy given after the first relapse?
If “yes,” continue with question 28.

If “no,” continue with question 29.

Indicate what therapy was given:

Check “yes’ or “no” for each listed therapy. If therapy was “ Other,” specify the
type of therapy given. Do not |eave any responses blank.

What was the status of primary disease immediately prior to conditioning of
recipient for transplant?

NOTE:

Report the status of the AML, do not report the status of the underlying
condition (e.g., Fanconi Anemia).

Indicate the status of the primary disease.

If the recipient failed to achieve afirst complete remission, check “Primary
Induction Failure” and continue with question 31.

If “1st relapse” or “> 2nd relapse,” indicate if the relapse was “medullary” (in the
bone marrow), “extramedullary” (in organs or tissue outside the bone marrow) or
“both.”

What was the initial date this disease status was achieved?

Enter the date the disease status was achieved.

NOTE:

If therecipient isin first complete remission at the time of transplant, then
the date entered in question 30 must be the same date entered in question
23, “Date of first completeremission.”

If therecipient isin first relapse at the time of transplant, then the date
entered in question 30 must be the same date entered in question 25, “ Date
of first relapse.”
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Hematologic Findings Just Prior to Conditioning

NOTE:

For questions 31 — 34 report the most recent lab values obtained prior tothe
onset of conditioning for thetransplant. Lab values obtained on thefirst day
of conditioning may bereported aslong as the sample was drawn before any
radiation or chemother apy was given.

Question 31 WBC:
Enter the white blood cell (WBC) count in 10%/L.

Question 32  Blastsin blood:

NOTE:

If adifferential was performed and there were no blasts present in the
peripheral blood, the lab report may not display a column for blasts. In this
case, it can be assumed that no blasts were present and “0” can be entered
on theform.

Enter the percent of blastsin the blood.

Question 33  Blastsin bone marrow:

Enter the percent of blastsin bone marrow.

NOTE:

If the bone marrow pathology report statesarangefor blasts, enter the
aver age of the range rounded to the nearest whole number; e.g., 0% -5%,
enter 3%. If thereport states> 90% blasts, packed marrow, or sheets of
blasts, enter 91% on theform. If thereport states < 5% blasts, enter 4% on
theform.

Question 34  Date of bone marrow examination:

Enter the date the bone marrow was examined.
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Form 120, 520, 620 — Insert ||
Acute Lymphoblastic Leukemia (ALL)

Thisform is designed to obtain data on the recipient’ s hematologic and cytogenetic findings at the
time of diagnosis, on the course of the disease prior to transplant, and on the status of the disease
just prior to conditioning for transplant.

This form must be completed for al recipients whose primary disease reported on the Form 120,
520, 620 question 8 iSALL. Insert || must also be completed for recipients with inherited
abnormalities of erythrocyte differentiation, e.g., Fanconi Anemia, who have developed ALL.
Form 120, 520, 620 is not considered complete until all required disease-specific inserts have been
submitted to the Registry and are error free.

Form Key Fields:
All datareported in the key field section must be identical to the data reported in the key field
section for the corresponding Form 120, 520, 620.

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform isbeing completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood
(Form 120) (Form 520) (Form 620)

Check the box that corresponds to the transplant product type.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.

Page 47 of 357
Manual: Search and Follow-up Forms Instruction manual
Document Title: Form 120, 520, 620 Insert 11
Document Number: M002_C0004 12/21/2001 Verified: 12/21/2001
Effective Date: 12/21/2001 Approved: 12/21/2001

Replaces: N/A Signatures on fileat NMDP



Question1  What was the date of diagnosis of Acute Lymphoblastic Leukemia?

Enter the date the recipient was diagnosed with ALL. The date of diagnosis will
usually be the date the bone marrow was obtained for examination. Do not enter
the date symptoms first appeared.

Question 2 Did recipient have predisposing condition prior to diagnosis of leukemia?
Indicate if there was an underlying condition that predisposed the recipient to ALL.
If “yes,” continue with question 3.

If “no,” continue with question 4.

Question 3  Please specify:

Indicate the predisposing condition prior to diagnosis of leukemia. If condition was
“Other,” specify the condition.

NOTE:

If theresponseto question 3 is Fanconi’s Anemia, then Fanconi’s Anemia
must bethe primary diseaseindicated on the Form 120, 520, 620 question 8.

Hematologic Findings at Diagnosis of Acute Lymphoblastic Leukemia

Question4  WBC:

Indicate if the white blood cell (WBC) count at the time the ALL was diagnosed is
known.

If “known,” enter the WBC in 10°/L.

Question 5 Blastsin blood:

Indicate if the percent of peripheral blood blasts at the time the ALL was diagnosed
is known.

If “known,” enter the percent of blasts found in the periphera blood.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.
Page 48 of 357

Manual: Search and Follow-up Forms Instruction manual

Document Title: Form 120, 520, 620 Insert 11

Document Number: M002_C0004 12/21/2001 Verified: 12/21/2001
Effective Date: 12/21/2001 Approved: 12/21/2001

Replaces: N/A Signatures on fileat NMDP



Question 6

Question 7

Question 8

Question 9

Blasts in bone marrow:

NOTE:

If the bone marrow pathology report statesarangefor blasts, enter the
aver age of the rangerounded to the nearest whole number (e.g., if 0%—-5%,
enter 3%). If thereport states > 90% blasts, packed marrow, or sheets of
blasts, enter 91% on theform. If thereport states < 5% blasts, enter 4%.

Indicate if the percent of bone marrow blasts at the time the ALL was diagnosed is
known.

If “known,” enter the percent blasts found in the bone marrow.

Was extramedullary disease present at diagnosis?

NOTE:

Extramedullary refersto disease found in organsor tissue outside the bone
marrow or blood stream, e.g., central nervous system, testis, skin, soft
tissues, etc.

If “yes,” continue with question 8.

If “no,” continue with question 9.

Please specify:

Indicate “yes’ or “no” for each sitelisted. If siteis*“Other,” specify the site. Do not
leave any responses blank.

Were cytogenetics tested at diagnosis, prior to start of treatment?

Indicate if chromosome studies (cytogenetics) were obtained at the time the
recipient was diagnosed with ALL, but prior to the start of any treatment for the
disease. If cytogenetic studies were obtained but there were not adequate cells
(metaphases) to determine the results, check “yes, but no evaluable metaphases.”

If “yes,” continue with question 10.

If “yes, but no evaluable metaphases,” “no,” or “unknown,” continue with question
13.
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Question 10

Question 11

Question 12

Question 13

Question 14

Number of metaphases examined:

NOTE:

Metaphase refersto the cell stage at which chromosomes are examined. The
number of cells examined is equivalent to the number of metaphases
examined.

Enter the number of metaphases.

Was karyotype normal ?

NOTE:

Karyotyperefersto the designation of the results of the chromosome
analysis. The karyotype may be defined at a cell level, a cell line or clone
level, or at the level of the entireindividual.

If “yes,” continue with question 13.

If “no,” continue with question 12.

Specify the abnormality(ies):

See Appendix O for alist of cytogenetic abbreviations/terms and their definitions,
and an explanation of how to interpret a cytogenetic report.

Check “yes’ or “no” for each abnormality listed. If karyotype abnormality was
“Other,” specify the abnormality. Do not leave any responses blank.

Was afirst complete remission achieved?

NOTE:

Remission isdefined asa marrow with normal cellularity, and lessthan or
equal to 5% blasts. Recipients with persistent cytogenetic abnormality or
extramedullary disease should be considered to have persistent disease or to
bein relapse.

If “yes,” continue with question 14.

If “no,” continue with question 20.

Date:

Enter the date the first remission was achieved. This date must be later than the
date of ALL diagnosisin question 1.
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Question 15

Question 16

Question 17

Question 18

Question 19

Question 20

Did relapse (marrow or extramedullary) occur pretransplant?
If “yes,” continue with question 16.

If “no,” continue with question 20.

Date of first relapse:

Enter the date of the first relapse. This date must be later than the date of first
complete remission in question 14.

Did the first relapse occur on chemotherapy?

Indicate if the recipient relapsed while receiving chemotherapy.

Was additional therapy given after the first relapse?
If “yes,” continue with question 19.

If “no,” continue with question 20.

Indicate what therapy was given:

Check “yes’ or “no” for each listed therapy. If therapy was * Other,” specify the
type of therapy given. Do not |eave any responses blank.

What was the status of primary disease immediately prior to conditioning of
recipient for transplant?

NOTE:

Report the status of the ALL ; do not report the status of the underlying
condition, e.g., Fanconi Anemia.

Indicate the status of the primary disease.

If the recipient failed to achieve afirst complete remission, check “Primary
Induction Failure” and continue with question 22.

If “1st relapse” or “= 2nd relapse,” indicate if the relapse was “medullary” (in the
bone marrow), “extramedullary” (in organs or tissue outside the bone marrow) or
“both.”
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Question 21  What wastheinitial date of this disease status?

Enter the date the disease status was achieved.

NOTE:

If therecipient isin first complete remission at the time of transplant, then
the date entered in question 21 must be the same date entered in question
14, “ Date of first complete remission.”

If therecipient isin first relapse at the time of transplant, then the date
entered in question 21 must be the same date entered in question 16, “ Date
of first relapse.”

Hematologic Findings Just Prior to Conditioning

NOTE:

For questions 22—-25 report the most recent lab values obtained prior to the
onset of conditioning for thetransplant. Lab values obtained on thefirst day
of conditioning may bereported aslong asthe sample was drawn befor e any
radiation or chemotherapy was given.

Question 22  WBC:
Enter the white blood cell (WBC) count in 10%/L.

Question 23  Blastsin blood:

NOTE:

If adifferential was performed and there were no blasts present in the
peripheral blood, the lab report may not display a column for blasts. In this
case, it can be assumed that no blasts were present and “0” can be entered
on theform.

Enter the percent of blastsin the blood.
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Question 24  Blastsin bone marrow:

NOTE:

If the bone marrow pathology report statesarangefor blasts, enter the
aver age of therange rounded to the nearest whole number (e.g. if 0%—-5%,
enter 3%). If thereport states > 90% blasts, packed marrow, or sheets of
blasts, enter 91% on theform. If thereport states < 5% blasts, enter 4%.

Enter the percent of blastsin bone marrow.

Question 25 Date of bone marrow examination:

Enter the date the bone marrow was examined.
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Form 120, 520, 620 — Insert |11
Chronic Myelogenous L eukemia (CML)

Thisform is designed to obtain data on the recipient’ s hematologic and cytogenetic findings at the
time of diagnosis, on the course of disease prior to transplant, and the status of the disease just
prior to conditioning for transplant.

This form must be completed for al recipients whose primary disease reported on Form 120, 520,

620 question 8 is CML. Form 120, 520, 620 is not considered complete until all required disease-
specific inserts have been submitted to the Registry and are error free.

Form Key Fields:

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform is being completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood
(Form 120) (Form 520) (Form 620)

Check the box that corresponds to the transplant product type.
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Question1  What was the date of diagnosis of Chronic Myelogenous Leukemia?

Enter the date the recipient was diagnosed with CML. The date of diagnosis will
usually be the date the bone marrow was obtained for examination. Do not enter
the date symptoms first appeared.

Hematologic Findings at Diagnosis of Chronic Myelogenous Leukemia

Question 2 Hemoglobin (only recipients untransfused within four weeks):

Leave this question blank if the recipient received either packed red blood cells or
whole blood within four weeks prior to being diagnosed.

Enter the hemoglobin in grams per deciliter (g/dL). If the hemoglobin at diagnosis
is not known, check “unknown.”

Question 3 Hematocrit (only recipients untransfused within four weeks):

Leave this question blank if the recipient received either packed red blood cells or
whole blood within four weeks prior to being diagnosed.

Enter the percent of hematocrit. If the hematocrit at diagnosisis not known, check
“unknown.”

Question 4  Platelets (only recipients untransfused within four weeks):

Leave this question blank if the recipient received single donor platelets or pooled
platelet concentrates within four weeks prior to being diagnosed.

Enter the plateletsin 10%L. If the platelet count at diagnosis is not known, check
“unknown.”

Question5  WBC:

Enter the white blood cell count (WBC) in 10%L. If the WBC at diagnosis s not
known, check “unknown.”

Question 6  Eosinophils:

Enter the percent of eosinophils. If the percent of eosinophils at diagnosisis not
known, check “unknown.”
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Question 7

Question 8

Question 9

Question 10

Question 11

Question 12

Basophils:

Enter the percent of basophils. If the percent of basophils at diagnosisis not
known, check “unknown.”

Blasts:

Enter the percent of blastsin the peripheral blood. If the percent of blasts at
diagnosisis not known, check “unknown.”

NOTE:

If adifferential was performed and there were no blasts present in the
peripheral blood, the lab report may not display a column for blasts. In this
case, it can be assumed that no blasts were present and “0” can be entered
on theform.

Did the recipient receive a splenectomy?
If “yes,” continue with question 10.

If “no,” continue with question 11.

Date:

Enter the date the splenectomy was performed.

Did the recipient receive chemo- or immunotherapy at any time prior to
pretransplant conditioning?

If “yes,” continue with question 12.

If “no,” continue with question 13.

Please specify drugs used:

Check “yes’ or “no” for each drug. If “Other,” specify the drug. Do not leave any
responses blank.
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Question 13 What was the status of the primary disease just prior to conditioning of recipient

for transplant?

If “First chronic phase,” continue with question 20.
If “Accelerated phase,” continue with question 14.
If “Blastic Phase,” continue with question 16.

If “Second or greater chronic phase (for those recipients who have not had a
previous BMT),” continue with question 18.

NOTE:

This option should be checked if therecipient isin second or greater chronic
phase at the time of transplant and has not had a previous stem cell
transplant.

If “Chronic phase following previous BMT,” continue with question 19.

NOTE:

This option should be checked if therecipient had a previous stem cell
transplant (including autologoustransplant) and, at the time of the
transplant for which thisform is being completed, isin a chronic phase.

If thisoption is checked, then the answer to Form 120, 520, 620 question 98,
“Wasthisthefirst transplant for thisrecipient?” must be“no,” and
questions 99-103 on the Form 120, 520, 620 must be completed.

Question 14  Wasthisthefirst accelerated phase?

Question 15

Indicate if thisisthe first time the recipient was in accelerated phase.

Indicate which of the following were present:

If accelerated phase isindicated, at least one condition in question 15 must be
checked.
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Question 16

Question 17

Question 18

Question 19

Check “yes’ or “no” for each condition. If condition was “Other,” specify the
condition. Do not leave any responses blank. Continue with question 20.

NOTE:
If any of the following peripheral blood or marrow findingsarereported as
indicationsfor accelerated phase, then the corresponding values must be
reported on page 3 of thisthe Form 120, 520, 620 in either the “ Peripheral
Blood Findings Immediately Prior to Conditioning” section or the“ M ost
Recent Bone Marrow Findings’ section.

Blood/Marrow Finding Corresponding Blood/Marrow Findings
Leukocytosis WBC > 100 x 10%/L (question 25)

Thrombocytopenia Platelets < 100 x 10%/L (question 24)

Thrombocytosis Platelets > 1000 x 10°/L (question 24)

> 10% blastsin blood or | Peripheral blood blasts (question 28) or bone marrow
marrow blasts (question 30, part 1) must be > 10%

> 20% basophils plus Percent eosinophils (question 26) plus percent basophils
eosinophils (question 27) must be = 20%

How many blast crises has the recipient ever experienced?

If blastic phase isindicated, question 28 (peripheral blood blasts) or question 30,
part 1 or part 2 (bone marrow blasts plus promyelocytes) must be > 30%.

Indicate the number of blast crises.

Indicate type of blast cells:

Indicate the type of blast cells. Continue with question 20.

How many chronic phases has the recipient experienced?

Indicate the number of chronic phases the recipient has had. Continue with
question 20.

Please specify:

Indicate if thiswas the first chronic phase, or greater than or equal to second
chronic phase post-transplant. Continue with question 20.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.
Page 61 of 357

Manual: Search and Follow-up Forms Instruction manual
Document Title: Form 120, 520, 620 Insert 111
Document Number: M002_C0005 12/21/2001 Verified: 12/21/2001

Effective Date: 12/21/2001

Replaces: N/A

Approved: 12/21/2001
Signatures on fileat NMDP



Within Four Weeks Prior to Conditioning

Question 20 Did recipient receive red blood cell transfusions within four weeks prior to
conditioning?

Indicate if the recipient received red blood cell transfusions (packed red blood cells
or whole blood) within four weeks prior to conditioning. If the answer to question
20is"yes,” proceed to question 24 and do not complete questions 22 and 23.

NOTE:

If the answer to question 13is“First chronic phase,” then question 20 is
expected to be answered “no.”

Question 21  Did recipient receive platelet transfusions within four weeks prior to conditioning?

Indicate if the recipient received platelet transfusions (pooled platelet concentrate
or single donor concentrate) within four weeks prior to conditioning. If the answer
to question 21 is“yes,” do not complete question 24.

NOTE:

If the answer to question 13is“First chronic phase,” then question 21 is
expected to be answered “no.”

Peripheral Blood Findings Immediately Prior to Conditioning

NOTE:

For questions 2228, report the most recent lab values obtained prior to
onset of conditioning for transplant. Lab values obtained on thefirst day of
conditioning may be reported aslong as the sample was drawn befor e any
radiation or chemotherapy was given.
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Question 22

Question 23

Question 24

Question 25

Hemoglobin (only recipients untransfused within four weeks):

Leave this question blank if the recipient received either packed red blood cells or
whole blood within four weeks prior to transplant.

Enter the hemoglobin in grams per deciliter (g/dL). If the hemoglobin prior to
conditioning is not known, check *“unknown.”

NOTE:

If the answer to question 15is“anemia,” then the hemoglobin count must be
lessthan 8 g/dL.

Hematocrit (only recipients untransfused within four weeks):

Leave this question blank if the recipient received either packed red blood cells or
whole blood within four weeks prior to transplant.

Enter the percent of hematocrit. If the hematocrit prior to conditioning is not
known, check “unknown.”

Platelets (only recipients untransfused within four weeks):

Leave this question blank if the recipient received single donor platelets or pooled
platelet concentrates within four weeks prior to transplant.

Enter the platelet count in 10%/L. If the platelet count prior to conditioning is not
known, check “unknown.”

NOTE:

If the answer to question 15is*thrombocytopenia,” then the platelet count
must be lessthan 100 x 10%/L. If the answer to question 15 is
“thrombocytosis,” then the platelet count must be greater than 1000 x 10°%/L.

WBC:
Enter the WBC in 10°/L.

NOTE:

If the answer to question 15 is*“leukocytosis,” then the WBC count must be
greater than 100 x 107/L.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.
Page 63 of 357

Manual: Search and Follow-up Forms Instruction manual
Document Title: Form 120, 520, 620 Insert 111

Document Number: M002_C0005 12/21/2001
Effective Date: 12/21/2001

Replaces: N/A

Approved: 12/21/2001
Signatures on fileat NMDP

Verified: 12/21/2001



Question 26 Eosinophils:

Enter the percent of eosinophils.

NOTE:

If the answer to question 15is*“ = 20% basophils plus eosinophils,” then the
sum of eosinophils (question 26) and basophils (question 27) must be
= 20%.

Question 27  Basophils:

Enter the percent of basophils.

NOTE:

If the answer to question 15is*“ = 20% basophils plus eosinophils,” then the
sum of eosinophils (question 26) and basophils (question 27) must be
=>20%.

Question 28 Blasts:

Enter the percent of blasts.

NOTE:

If the answer to question 15is“= 10% blastsin blood or marrow,” then
either question 28 or question 30 must be = 10%. If the answer to question
15is“=20% blasts plus promyelocytesin blood or marrow,” then the sum
of percent blasts (question 28) added to the sum of percent blasts plus
promyelocytes (question 30) must be = 20%.

Most Recent Bone Marrow Findings

Indicate the bone marrow findings just prior to conditioning.

Question 29  Date of the most recent bone marrow examination prior to conditioning (should be
within 30 days of conditioning but not more than six months prior to conditioning):

Enter the date of the most recent bone marrow examination.
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Question 30 Indicate the percent of blasts and promyel ocytes present according to the
laboratory’ s reporting method:

If your Transplant Center’ s laboratory report provides separate percentages for
blasts and promyelocytes, enter the percent of blasts and the percent of
promyelocytesin option “1.”

If your Transplant Center’ s |aboratory reported a combined percent of blasts plus
promyel ocytes, enter the percent blasts plus promyelocytesin option “2.”

If your Transplant Center’s laboratory provided a narrative report that stated less
than 5% blasts plus promyel ocytes, check option “3.”

Question 31  Myelofibrosis:

Indicate if myelofibrosis was “absent,” “mild,” “moderate,” “severe”’ or
“unknown.”

Question 32 Was Philadel phia chromosome (9;22 translocation or variant) present?

Indicate “yes,” “no,” or “not tested.” The response to this question must
correspond with the answer to Form 120, 520, 620 question 8, “Primary disease.”

Question 33  Was other cytogenetic abnormality present?

See Appendix O for alist of cytogenetic abbreviations/terms and their definitions,
and an explanation of how to read areport.

If “yes,” continue with question 34.

If “no,” or “not tested,” continue with question 35.
Question 34 Please specify:

Specify the other cytogenetic abnormality(ies).
Question 35 Was BCR-ABL rearranged?

Indicate “yes,” “no,” or “unknown.” The response to this question must correspond
with the answer to Form 120, 520, 620 question 8, “Primary disease.”
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Form 120, 520, 620 —Insert 1V
Other Leukemias

Thisform is designed to obtain data on the hematol ogic findings, cytogenetic abnormalities, and
stage of disease just prior to conditioning.

This form must be completed for all recipients whose primary disease on Form 120, 520, 620

guestion 8 is Other Leukemia. Form 120, 520, 620 is not considered complete until the appropriate
disease-specific insert is submitted to the Registry and is error free.

Form Key Fields:

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform is being completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood
(Form 120) (Form 520) (Form 620)

Check the box that corresponds to the transplant product type.
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Question1  What was the date of diagnosis of the leukemia?

Enter the date the recipient was diagnosed with leukemia. The date of diagnosis
will usually be the date the bone marrow was obtained for examination. Do not
enter the date symptoms first appeared.

Hematologic Findings Immediately Prior to Conditioning

NOTE:

For questions 2-8, report the most recent lab values obtained prior tothe

onset of conditioning for thetransplant. Lab values obtained on the day of
conditioning may be reported aslong as the sample was drawn befor e any
radiation or chemotherapy was given.

Question2  Hemoglobin:

Enter the hemoglobin in grams per deciliter (g/dL).

Question3  WBC:

Enter the white blood cell count (WBC) in 10%/L.
Question4  Lymphocytes:

Enter the percent of lymphocytes.

Question 5 Platelets:
Enter the platelet count in 10%/L.

Question 6 Blastsin blood:

Enter the percent of blasts in blood.

NOTE:

If adifferential was performed and there were no blasts present in the
peripheral blood, the lab report may not display a column for blasts. In this
case, it can be assumed that no blasts were present and “0” can be entered
on theform.
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Question 7

Question 8

Question 9

Question 10

Question 11

Question 12

Blasts in bone marrow:

Enter the percent of blastsin bone marrow.

NOTE:

If the bone marrow pathology report statesarangefor blasts, enter the
aver age of therange rounded to the nearest whole number (e.g., if 0%—-5%,
enter 3%). If thereport states > 90% blasts, packed marrow, or sheets of
blasts, enter 91% on theform. If thereport states < 5% blasts, enter 4%.

Date of bone marrow examination:

Enter the date bone marrow examination was performed.

Did the recipient receive a splenectomy?

Indicate “yes’ or “no.”

Was (were) cytogenetic abnormality(ies) present prior to conditioning?
If “yes,” continue with question 11.

If “no” or “unknown,” continue with question 12.

Please specify:

See Appendix O for alist of cytogenetic abbreviations/terms and their definitions,
and an explanation of how to interpret a cytogenetic report.

List the specific cytogenetic abnormality(ies) that was (were) present prior to
conditioning.

What was the status of the primary disease immediately prior to conditioning of
recipient for transplant?

Indicate the status of the primary disease immediately prior to conditioning.

If the recipient’s disease is JCML, and the recipient received treatment prior to
transplant, write “N/A” in the margin.
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Question 13 What wasthe initial date this disease status was achieved?

Enter the date this disease status was achieved.

NOTE:
Thisdate must be equal to or later than the diagnosis date in question 1.
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Form 120, 520, 620 — Insert V
Myelodysplasia/M yelopr olifer ative Disorders (MDS/M PD)

Thisform is designed to obtain data on the FAB classification at diagnosis and just prior to
conditioning for transplant; prior disease history and treatment; and hematologic, bone marrow,
and cytogenetic findings at diagnosis and just prior to conditioning for transplant.

This form must be completed for all recipients whose primary disease on Form 120, 520, 620
guestion 8 is either MDS/MPD or AML that evolved from a Myelodysplastic Syndrome. It isalso
required for recipients with inherited abnormalities of erythrocyte differentiation (e.g., Fanconi
Anemia) that evolved into a myelodysplastic syndrome prior to transplant. Form 120, 520, 620 is
not considered complete until the appropriate disease-specific insert has been submitted to the
Registry and is error free.

Form Key Fields:

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient’sLast Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month. Day ~ Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform isbeing completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood
(Form 120) (Form 520) (Form 620)

Check the box that corresponds to the transplant product type.
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Question1  What was the date of diagnosis of myelodysplastic/myel oproliferative disorder?

NOTE:

The diagnosis of MDS is made by examining the bone marrow of patientswho
have a cytopenia or pancytopenia. The date the bone marrow isobtained is
usually an adequate date of diagnosis. An exception to thisruleisa patient with
aplastic anemia who, many years after the diagnosis of aplastic anemia, hasa
FISH study performed on blood cells and a chromosomal abnormality is
demonstrated. The date of thisblood study isthe date of diagnosis of MDS.

Enter the date the recipient was diagnosed with an MDS/MPD disorder. Do not
enter the date symptoms first appeared.

Question 2 FAB type at diagnosis (this may differ from FAB type immediately prior to
conditioning):

NOTE:
Thereported FAB classification for myelodysplastic syndromes should be based on
thefollowing standard FAB classification criteria: Refractory Anemia (RA),
Refractory Anemia with Excess Blasts (RAEB), Refractory Anemia with Excess
Blastsin transformation (RAEB-t), Chronic Myelomonocytic L eukemia (CMML)
and Acquired I diopathic Sideroblastic Anemia (RARS) are all classified as
Myelodysplastic Syndromes. The other diagnoseslisted in question 2 are
Myeloproliferative Disorders and are not addressed in the following table.

FAB CLASSIFICATION OF MDS
RA RARS RAEB CMML RAEB-t

BLOOD

Cytopenia (s) + + + + +

M onocytes > 1 x 10%/L*

Blasts (%) < 1* <1* < b* < b* > 5**
BONE MARROW

Blasts (%) <5* <5* 5-20* 0-20* 21-30**
Auer rods - - - - +

Dysplasia + + ++ ++ ++

Ringed sideroblasts (%) | < 15* 2> 15* Variable Variable Variable

* Required for diagnosis (see atypical cases below.)
** One of these features must be present for diagnosis.

Patients with > 30% blastsin the bone marrow are classified asAML.
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NOTE:
Atypical Cases

o Patientswith either neutropenia and/or thrombocytopenia, but without anemia,
should be classified as RA (it should berefractory cytopenia).

o Patientswith blood blast count between 1% -4% and a marrow blast count
< 5% should be classified as RAEB.

e Patientswith > 15% ringed sideroblastsand = 5% blastsin the bone marrow
should be classified as RAEB or RAEB-t, and not as RARS.

o Patientswith a blood blast count between 5% —-30% and a marrow blast count
between 5%—-20% should be classified as RAEB-t.

e Patientswith blastswith Auer rods and a marrow blast count between 1% —
20% should be classified as RAEB-t.

e Patientswith a blood blast count > 5%, monocytosis, and a marrow blast count
< 20% should be classified as RAEB-t.

o Patientswith a blood blast count > 30%, but a marrow blast count < 30%,
should be classified asAML.

Indicate the FAB type that was present at diagnosis.

If the FAB type was “ Other myelofibrosis or myelosclerosis,” specify the condition
and continue with question 3.

Question 3  Classification of other myelofibrosis:

Refer to the appendix on page 7 of the form to determine the classification. If
classification is“Other,” specify the condition.

Question4  Wasthis a secondary (therapy-linked) disorder?

Indicate if the MDS/MPD disorder resulted from treatment the recipient received
for aprior disease. This treatment is usually radiation or chemotherapy.

If “yes,” continue with question 5.

If “no,” or “unknown,” continue with question 11.

Question5  Cite prior disease (malignant or nonmalignant):

Indicate the prior disease. If “Other,” specify the prior disease.
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Question 6  What was the date of diagnosis of prior disease?

Enter the date the prior disease was diagnosed. This date must be prior to the date
of diagnosis of the MDS/MPD diagnosis.

Question 7 Treatment for prior disease included:
to
Question 10 Indicate all treatments the recipient received for the prior disease. If the recipient
received atreatment not listed, but which is thought to have contributed to
development of MDS/MPD, check “yes’ for other and specify the treatment.

Question 11  Did recipient have other predisposing conditions prior to diagnosis of hematologic
disorder?
If “yes,” continue with question 12.

If “no” continue with question 13.

NOTE:

If theresponseto question 12 is Fanconi Anemia, it must bethe primary
disease reported on Form 120, 520, 620 question 8.

Question 12 Please specify:

Indicate the predisposing condition. If the condition is* Other,” specify the
condition. This could include environmental exposures, e.g., exposure to benzene.

Clinical Features at Diagnosis

Question 13 Did recipient have systemic symptoms (fever, sweats, weight loss > 10%) at
diagnosis?

Check “yes,” “no,” or “unknown.”

Question 14  Did recipient have splenomegaly at diagnosis?
Indicate if the spleen was enlarged at diagnosis.

Check “yes,” “no,” or “unknown.”

Question 15  Did recipient have hepatomegaly at diagnosis?
Indicate if the liver was enlarged at diagnosis.

Check “yes,” “no,” or “unknown.”
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Hematologic Findings at Diagnosis

The responses to questions 16-21 must be obtained from a complete blood count (CBC) and white
cell differential (the percentage of different types of white blood cells) that was performed at
diagnosis of MDS/MPD and before any treatment was administered for MDS/MPD.

Question 16  Hemoglobin (untransfused):

Leave this question blank if the recipient received packed red blood cells or whole
blood within one week prior to diagnosis.

Enter the hemoglobin at diagnosisin (grams per deciliter) g/dL. If the hemoglobin
Is not known, check “unknown.”

Question 17  Platelets (untransfused):

Leave this question blank if the recipient received single donor platelets or pooled
platelet concentrates within one week prior to diagnosis.

Enter the platelets at diagnosisin 10%L. If the platelet count is not known, check
“unknown.”

Question 18 WBC:

Enter the white blood cell count (WBC) at diagnosisin 10%L. If the WBC is not
known, check “unknown.”

NOTE:

Y ou cannot make the diagnosis of MDS without having the blood
differential. Therefore, the per centage of neutrophils, monocytes and blasts
should be available. If the blood data are not available, some effort may be
necessary to produce these important values.

The blood differential is expressed as a percentage. In normal individuals, it
includesthe following categories: segs, bands, eosinophils, basophils,
monocytes, and lymphocytes. In patientswith MDS, the differential can also
include: metamyelocytes, myelocytes, promyelocytes, and blasts.

The per centage of neutrophilsisthe sum of the per centages of segs, bands,
metamyelocytes, myelocytes, and promyelocytes. In the great majority of
patients, the total neutrophil count is made up of mostly segs and a few
bands.
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Question 19  Neutrophils:

Enter the percent of neutrophils at diagnosis. If the percent of neutrophilsis not
known, check “unknown.”

Question 20 Monocytes:

Enter the percent of monocytes at diagnosis. If the percent of monocytesis not
known, check “unknown.”

Question 21  Blastsin blood:

NOTE:

If differential was performed and there were no blasts present in the
peripheral blood, the lab may not display a column for blasts. In thiscase, it
can be assumed that no blasts were present and “0” can be entered on the
form.

Enter the percent of blasts in the blood at diagnosis. If the percent of blastsin the
blood is not known, check “unknown.”

Bone Marrow Findings_at Diagnosis

The responses to questions 22—25 must be obtained from a bone marrow examination that was
performed at diagnosis of MDS/MPD and before any treatment (other than transfusions) was
administered for MDS/MPD.

NOTE:

Y ou cannot make the diagnosis of MDS without the bone marrow aspiration
findings. However, sometimes no marrow tissue can be aspirated because of
the presence of fibrosisor technical difficulties. The diagnosisof MDSin
these casesis based upon the marrow biopsy, which cannot provide a
differential (the percentage of different types of marrow cells). However,
some institutions perform touch preparations with the biopsy so that a
differential can be made. Differential findings areimportant to validatethe
diagnosis. Please make every effort to locate and report these data.
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Question 22 Was abone marrow examination done at first diagnosis of hematologic disorder?
If “yes,” continue with question 23.

If “no” or “unknown,” continue with question 26.

Question 23 Cdlularity:

The best way to assess the cellularity isto examine the bone marrow biopsy so,
when available, use the biopsy findings to report the cellularity.

Indicate if the cellularity of the bone marrow was “ decreased,” “normal,”
“increased,” or “unknown.”

Question 24  Fibrosis:

NOTE:

Fibrosis can only be assessed by a marrow biopsy. Although fibrosis can
sometimes be seen in the HE or Giemsa preparations, it often requires
special stains such asthereticulin stain and the trichrome stain.

Indicate if fibrosisin the bone marrow was “absent,” “mild,” “moderate,” “severe,”
or “unknown.”

Question 25 Blastsin marrow:

NOTE:

The bone marrow blast count must be provided, asthe MDS FAB
classification cannot be defined without a marrow blast count. If the bone
marrow pathology report statesarangefor blasts, enter the average of the
range rounded to the near est whole number (e.g., 0%—-5%, enter 3%). If the
report states> 90% blasts, packed marrow, or sheetsof blasts, enter 91%
on theform. If thereport states< 5% blasts, enter 4% on the form.

Enter the percent of blasts.

Question 25a Were Auer rods present?

Indicate if the bone marrow examination revealed the presence of Auer rods
(bodies) in the cytoplasma of the bone marrow cells.
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Cytogenetics at Diagnosis

NOTE:

Currently a marrow chromosome study is part of the standard evaluation of
a patient with MDS.

Question 26 Were tests done to detect a cytogenetic abnormality at first diagnosis of
hematologic disorder?

See Appendix O for alist of cytogenetic abbreviations/terms and their definitions,
and an explanation of how to read a cytogenetic report.

If “tests done,” continue with question 27.
If “tests attempted, but no evaluable metaphases obtained,” “no tests done,” or
“unknown,” continue with gquestion 30.

Question 27 Number of metaphases:

NOTE:

Metaphase refersto the cell stage at which chromosomes are examined. The
number of cells examined is equivalent to the number of metaphases
examined.

Enter the number of metaphases.

Question 28  Was the karyotype normal ?

NOTE:

Karyotyperefersto the designation of the results of the chromosome
analysis. The karyotype may be defined at a cell level, a cell line or clone
level, or at the level of the entireindividual.

If “yes,” continue with question 30.

If “no,” continue with question 29.

Question 29  Specify abnormality:

Indicate “yes’ or “no” for each abnormality listed. If “other,” specify the
abnormality. Do not |eave any responses blank.
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Treatment Prior to Conditioning

Question 30  Did recipient receive treatment for myel odyspl astic/myel oproliferative disorder
prior to conditioning?

If “yes,” continue with question 31.

If “no” or “unknown,” continue with question 32.

Question 31 Specify treatments:

For each treatment given, enter the date the treatment was started, therapy
indication code, agent code, and response code. If “Other,” specify the treatment
that was given. Refer to the chart at the bottom of page 4 of the form for the
indication, agent, and response codes.

Clinical Features Just Prior to Conditioning

Patients with MDS can progress from RA/RARS = RAEB = RAEB-t = AML, or from CMML
= RAEB-t = AML. Certain treatments can revert the disease to an earlier stage. For instance, a
patient could have evolved into RAEB-t and with therapy be in complete remission (which means
practically normal counts) or in RA phase prior to conditioning (no blasts but still pancytopenic
and dysplastic marrow.)

Question 32  Did recipient transform to adifferent FAB classification or stage prior to
conditioning?

Answer this question “yes’ if the recipient’s disease evolved to another FAB
classification (including AML) after diagnosis. It is possible to report the same
FAB classification in question 33 asin question 2, “FAB at diagnosis,” if the
recipient’ s disease transformed to a more severe form of the disease and then, after
treatment, reverted to the FAB at diagnosis. Continue with question 33.

Answer this question “yes, with subsequent complete remission” if the recipient’s
disease transformed to another FAB classification after diagnosis and then, after
treatment, went into complete remission. Continue with question 33.

Answer this question “no” if the recipient’ s disease did not transform to another
FAB classification after diagnosis. Recipients with a myeloproliferative disorder
generally will not change to another diagnosis during the course of the disease.
Continue with question 36.
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Question 33

Question 34

Question 35

Question 36

NOTE:

On Form 120, 520, 620 question 8, report the primary disease for which this
transplant is being performed as the most seriousform the disease
transformed to (e.g., RA to RAEB to RA, report RAEB; or RAEB to AML
toRA, report AML).

Indicate FAB classification or stage at time of transplant, or if in complete
remission, the most recent FAB stage:

NOTE:

See FAB classification criteriafor MDSin the Note box for question 2 of
theseinstructions.

Indicate the FAB classification or stage at time of transplant and continue with
guestion 35.

If the recipient transformed to AML and is not in remission, check “ Other

myel odysplasia or myeloproliferative disorder,” and specify “AML.” If the
recipient transformed to AML, but at the time of transplant isin RA, report “RA”
asthe FAB.

If stage is“Other myelofibrosis or myelosclerosis,” continue with question 34.

Classification of myelofibrosis:

Indicate the classification of myelofibrosis. Refer to the appendix on page 7 of the
form to determine the classification. If the classification is“ Other,” specify the
condition.

Date of most recent transformation:

Enter the date the disease transformed to the FAB classification indicated in
guestion 33.

Did recipient have systemic symptoms (fever, sweats, weight loss > 10%) just prior
to conditioning?

Indicate “yes,” “no,” or “unknown.”
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Question 37  Did recipient have splenomegaly just prior to conditioning?

Indicate if the recipient had an enlarged spleen just prior to conditioning for
transplant. If the recipient’s spleen was removed prior to conditioning, check
“splenectomy.”

If “yes,” continue with question 38.

If “no,” “splenectomy,” or “unknown,” continue with question 39.

Question 38  cm below left costal margin:

Enter how many centimeters (cm) the spleen extends below the left costal margin.

Question 39  Did recipient have hepatomegaly just prior to conditioning?

Indicate if the recipient had an enlarged liver just prior to conditioning for
transplant.

Check “yes,” “no,” or unknown.”

Hematologic Findings Just Prior to Conditioning

NOTE:

For questions 4047 report the most recent lab values obtained prior to the
onset of conditioning for thetransplant. Lab values obtained on thefirst day
of conditioning may bereported aslong as the sample was drawn befor e any
radiation or chemother apy was given.

Question 40 Did therecipient receive ared cell transfusion within four weeks of conditioning?

This question should be answered “yes’ if the recipient received either whole
blood or packed red cells within four weeks prior to conditioning for transplant.

If “yes,” continue with question 42.

If “no,” continue with question 41.

Question 41  Hemoglobin:

Enter the hemoglobin concentration in grams per deciliter (g/dL).
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Question 42

Question 43

Question 44

Question 45

Question 46

Did the recipient receive a platel et transfusion within four weeks of conditioning?

This question should be answered “yes’ if the recipient received either single
donor platelets or platelet concentrates within four weeks prior to conditioning for
transplant.

If “yes,” continue with question 44.

If “no,” continue with question 43.

Platel ets:

Enter the platelet count in 10%/L.

WBC:
Enter the white blood count (WBC) in 107/L.

NOTE:

Y ou cannot make the diagnosis of MDS without having the blood
differential. Therefore, the per centage of neutrophils, monocytes, and blasts
should be available. If the blood data are not available, some effort may be
necessary to produce these important values.

The blood differential is expressed as percentage. I|n normal individuals, it
includesthe following categories: segs, bands, eosinophils, basophils,
monocytes, and lymphocytes. In patientswith MDS, the differential can also
include: metamyelocytes, myelocytes, promyelocytes, and blasts.

The per centage of neutrophilsisthe sum of the per centages of segs, bands,
metamyelocytes, myelocytes, and promyelocytes. In the great majority of
patients, the total neutrophil count is made up of mostly segs and a few
bands.

Neutrophils:

Enter the percent of neutrophils.

Monocytes:

Enter the percent of monocytes.
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Question 47 Blastsin blood:

NOTE:

If adifferential was performed and there were no blasts present in the
peripheral blood, the lab report may not display a column for blasts. In this
case, it can be assumed that no blasts were present and “0” can be entered
on theform.

Enter the percent of blastsin the blood.

Bone Marrow Findings Just Prior to Conditioning

NOTE:

Y ou cannot make the diagnosis of MDS without the bone marrow aspiration
findings. However, sometimes no marrow tissue can be aspirated because of
the presence of fibrosisor technical difficulties. The diagnosisof MDSin
these casesis based upon the marrow biopsy, which cannot provide a
differential (the percentage of different types of marrow cells). However,
some institutions perform touch preparations with the biopsy so that a
differential can be made. Differential findings areimportant to validate the
diagnosis. Please make every effort to locate and report these data.

Question 48  Date of most recent bone marrow examination:

Enter the date of the most recent bone marrow examination.

Question 49  Cdlularity:

The best way to assess the cellularity is to examine the bone marrow biopsy so,
when available, use the biopsy findings to report the cellularity.

Indicate if the cellularity of the bone marrow was “ decreased,” “normal,”
“increased,” or “unknown.”
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Question 50  Fibrosis:

NOTE:

Fibrosis can only be assessed by a marrow biopsy. Although fibrosis can
sometimes be seen in the HE or Giemsa preparations, it often requires
special stains such asthereticulin stain and the trichrome stain.

Indicate if fibrosisin the bone marrow was “absent,” “mild,” “moderate,” “severe,”
or “unknown.”

Question 51  Blastsin marrow:

NOTE:

The bone marrow blast count must be provided, asthe MDS FAB
classification cannot be defined without a marrow blast count. If the bone
marrow pathology report statesarangefor blasts, enter the average of the
range rounded to the nearest whole number; e.g., 0% 5%, enter 3%. If the
report states> 90% blasts, packed marrow, or sheetsof blasts, enter 91%
on theform. If thereport states< 5% blasts, enter 4% on the form.

Enter the percent of blasts in the bone marrow.

Question 51a Were Auer rods present?
Indicate if the bone marrow examination revealed the presence of Auer rods
(bodies) in the cytoplasma of the bone marrow cells.

Question 52 Indication for bone marrow transplant:

Indicate the reason the bone marrow transplant is being performed. If “other,”
specify the indication.

Cytogenetics After Treatment

Question 53  Were tests done to detect a cytogenetic abnormality after treatment?

See Appendix O for alist of cytogenetic abbreviations/terms and their definitions,
and an explanation of how to read a cytogenetic report.

Indicate if cytogenetic tests were performed or attempted after the MDS/MPD was
treated but prior to transplant. If question 53 is answered “tests done,” continue

with question 54.
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Question 54 In all tests done, was the karyotype normal ?

Indicate “yes’ or “no.” If “no” continue with question 55.

NOTE:

Karyotyperefersto the designation of theresults of the chromosome
analysis. The karyotype may be defined at a cell level, acell lineor clone
level, or at the level of the entire individual.

Question 55  Specify abnormality(ies):

Indicate “yes’ or “no” for each abnormality listed. If “other,” specify the
abnormality. Do not leave any responses blank.
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Form 120, 520, 620 —Insert VI
Multiple Myeloma

Thisform is designed to capture more detailed data on the immunochemical type and stage of
multiple myeloma, and laboratory findings just prior to conditioning.

This form must be completed for al recipients whose primary disease reported on Form 120, 520,
620 question 8 is multiple myeloma or plasma cell disorder. Form 120, 520, 620 is not considered
complete until the appropriate disease-specific insert has been submitted to the Registry and is
error free.

Form Key Fields:

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’s three-digit Transplant Center.

F. Dateof Transplant for which thisform is being completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood
(Form 120) (Form 520) (Form 620)

Check the box that corresponds to the transplant product type.
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Question1  What was the date of diagnosis of multiple myeloma?

Enter the date the recipient was diagnosed with multiple myeloma or another
plasma cell disorder. Do not enter the date symptoms first appeared.

Question 2  What was the immunochemical type?

Indicate the immunochemical type. If the type was “Light chains only,” specify the
type of light chain.

Question 3  What was the staging of the multiple myeloma at the time of the transplant?

According to the criterialisted on the form, indicate “ Stage |,” “ Stage I1,” or
“Stagellll.”

Laboratory Findings Immediately Prior to Conditioning

NOTE:

For questions 4—7 report the most recent lab values obtained prior to the
onset of conditioning for thetransplant. Lab values obtained on the day of
conditioning may be reported aslong as the sample was drawn befor e any
radiation or chemother apy was given.

Question 4 Serum calcium:

Enter the serum calcium in milligrams per deciliter (mg/dL).

Question5  Serum M component concentration:

Serum M component may be listed on the lab report as a paraprotein or a
monoclonal protein. Serum M components are determined by
immunoel ectrophoresis.

Enter the serum M component concentration in grams per deciliter (g/dL).

Question 6 24 hour urine light chain excretion:

Enter the 24 hour urine light chain excretion in grams per 24 hours (g/24 hours).

Question 7 Serum beta 2 microglobulin:

Enter the serum beta 2 microglobulin in milligrams per deciliter (mg/dL).

Question 8  Wasrecipient refractory to chemotherapy prior to conditioning?

Indicate if the recipient was not responding to treatment prior to conditioning.
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Form 120, 520, 620 —Insert V11
Other Malignancy

Thisform is designed to obtain more detailed data on the recipient’ s disease. This form must be
completed for al recipients whose primary disease reported on the Form 120, 520, 620 question 8
is Other malignancy. Form 120, 520, 620 is not considered complete until the appropriate disease-
specific insert has been submitted to the Registry and is error free.

Form Key Fields:

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your center’slocal ID for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your center’ s three-digit Transplant Center code.

F. Dateof Transplant for which thisform is being completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood

(Form 120) (Form 520) (Form 620)
Check the box that corresponds to the transplant product type.
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Question1  What was the diagnosis?

Enter the diagnosis.

Question 2  What was the subtype?

Provide the subtype of the disease if there is one indicated. If a subtype was not
described, write in “not described.”

Question 3  What was the stage (if appropriate)?

Provide the stage of the disease just prior to conditioning for transplant if it is
appropriate for the diagnosis. If the stage is not indicated, writein “N/A.”

Question4  What was the date of diagnosis?

Enter the date the malignancy was diagnosed. Do not enter the date the symptoms
first appeared.
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Form 120, 520, 620 —Insert V111
Aplastic Anemia

Thisform is designed to obtain data on the etiology of the aplastic anemia, treatments the recipient
received prior to transplant, and hematologic findings at diagnosis and just prior to conditioning
for transplant.

This form must be completed for al recipients whose primary disease reported on Form 120, 520,
620 question 8 is severe aplastic anemia or Diamond-Blackfan anemia. It is aso required for
patients transplanted for Fanconi anemia if the disease has not transformed to acute leukemia or
myel odysplastic syndrome. Form 120, 520, 620 is not considered complete until the appropriate
disease-specific insert has been submitted to the Registry and is error free.

Form Key Fields:

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform is being completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood
(Form 120) (Form 520) (Form 620)

Check the box that corresponds to the transplant product type.
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Question1  What was the date of diagnosis of aplastic anemia?

Enter the date the recipient was diagnosed with aplastic anemia. The date of
diagnosis will usualy be the date the bone marrow was obtained for examination.
Do not enter the date symptoms first appeared.

Question2  What was the etiology?

The answer to this question must be the same as the answer to Form 120, 520, 620
guestion 8, “Primary Disease.”

Indicate the etiology (cause) of the severe aplastic anemia. If the cause is not
known, check “Idiopathic.”

If etiology was “Hepatitis,” specify the type of hepatitis.
If etiology was “Drug induced,” specify the drug.

If “Other,” specify the known cause.

NOTE:

If the etiology is Fanconi anemia, and the disease hastransformed to AML,
ALL, or MDS, complete the corresponding disease insert instead of Insert
VIII.

Hematologic Findings at Diagnosis of Aplastic Anemia

Question 3  Hemoglobin (untransfused):

Enter the hemoglobin in grams per deciliter (g/dL) as determined at the time of
diagnosis.

Leave this question blank if the recipient received either packed red cells or whole
blood.

Question4  Hematocrit:

Enter the percent of hematocrit as determined at the time of diagnosis. If the
hematocrit at diagnosis is not known, check “unknown.”

Question 5 RBC:

Enter the red blood cell count (RBC) in 10%%/L as determined at the time of
diagnosis. If the RBC count at diagnosisis not known, check “unknown.”
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Question 6  Uncorrected reticulocytes:

Enter the uncorrected percentage of reticulocytes as determined at the time of
diagnosis. If the uncorrected reticulocyte percentage at diagnosis is not known,
check “unknown.”

Question7  WBC:

Enter the white blood cell count (WBC) in 10%L as determined at time of
diagnosis.

Question 8  Granulocytes:

Enter the percent of granulocytes as determined at time of diagnosis. Percent of
granulocytes should equal the sum of the percent of neutrophils, basophils, and
eosinophils.

Question 9 Platelets:
Enter the plateletsin 10%L as determined at time of diagnosis.

Question 10  Hasrecipient received prior treatment for aplastic anemia?
If “yes,” continue with question 11.

If “no,” continue with question 13.

Question 11  Please specify what treatments were given:

See Appendix M for alist of trade names under which generic drugs are
manufactured.

Check “yes’ or “no” for each treatment listed. Do not |eave any responses blank.
If other immunosuppression was used, please specify the drug.
If cytokines were given, continue with question 12.

If other treatment was given, specify the treatment.

Question 12 What cytokines were given?

Check “yes’ or “no” for each cytokine listed. Do not |eave any responses blank. If
“Other,” specify the cytokine.
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Within Four Weeks Prior to Conditioning

Question 13  Did recipient receive red blood cell transfusions within four weeks prior to
conditioning?

Indicate if the recipient received either packed red blood cells or whole blood
within four weeks prior to conditioning. If “yes,” do not answer questions 15 and
16.

Question 14  Did recipient receive platelet transfusions within four weeks prior to conditioning?

Indicate if the recipient received either single donor platelets or pooled platel et
concentrates within four weeks prior to conditioning. If “yes,” do not answer
question 17.

Peripheral Blood Findings Immediately Prior to Conditioning

NOTE:

For questions 15-20 report the most recent lab values obtained prior to
onset of conditioning for thetransplant. Lab values obtained on the day of
conditioning may be reported aslong as the sample was drawn befor e any
radiation or chemother apy was given.

Question 15  Hemoglobin (only recipients untranfused within four weeks):

Leave this question blank if the recipient received packed red blood cells or whole
blood within four weeks prior to conditioning.

Enter the hemoglobin concentration in gm/dL.

Question 16  Hematocrit (only recipients untranfused within four weeks):

Leave this question blank if the recipient received packed red blood cells or whole
blood within four weeks prior to conditioning.

Enter the percent of hematocrit.
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Question 17

Question 18

Question 19

Question 20

Platelets (only recipients untransfused within four weeks):

Leave this question blank if the recipient received single donor platelets or pooled
platelet concentrates within four weeks prior to conditioning.

Enter the plateletsin 10%/L.

WBC:
Enter the white blood cell count (WBC) in 10%/L.

Granulocytes:

Enter the percent of granulocytes. Percent of granulocytes should equal the sum of
the percentages of neutrophils, basophils, and eosinophils.

Blasts:

Enter the percent of blasts found in the peripheral blood. Aplastic anemia patients
should have 0% blasts.

NOTE:

If adifferential was performed, and there were no blastspresent in the
peripheral blood, the lab report may not display a column for blasts. In this
case, it can be assumed that no blasts were present and “0” can be entered
on theform.
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Form 120, 520, 620 —Insert 1 X
Hodgkin and Non-Hodgkin Lymphoma

Thisform is designed to obtain data on the recipient’ s hematol ogic and immunologic status just
prior to conditioning for transplant.

This form must be completed for al recipients whose primary disease on Form 120, 520, 620
guestion 8 is Non-Hodgkin lymphoma or Hodgkin lymphoma. Form 120, 520, 620 is not
considered complete until the appropriate disease-specific insert is submitted to the Registry and is
error free.

Form Key Fields:

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform isbeing completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood

(Form 120) (Form 520) (Form 620)
Check the box that corresponds to the transplant product type.
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Question1  Date of diagnosis of lymphoma:
Enter the date the recipient was diagnosed with lymphoma.

Question 2  What was lymphoma histology at diagnosis?

Indicate the lymphoma histology using the 2-digit codes in the boxed list below the
question. If the histiology is * 05 Other Hodgkin lymphoma,” 25 Composite,” “36
Other periphera T-cell lymphoma,” or “38 Other non-Hodgkin lymphoma,
unclassified,” complete the “ Specify” line to record the diagnosis.

Question 3 Immune phenotype at diagnosis:
Indicate if the phenotype was “B-cell,” “T-cdll,” “NK-cell,” “Null,” “Other,” or
“Unknown.” If “Other,” use the “specify” line to record the phenotype.

Question 4  Did histologic transformation occur after diagnosis?
If “yes,” continue with question 5.

If “no,” continue with question 7.

Question 5  Date of transformation:
Enter the date of the histiologic transformation.

Question 6  New histiology:

Indicate the new lymphoma histology using the 2-digit codes in the boxed list
below question 2. If the histiology is “ 05 Other Hodgkin lymphoma,” “25
Composite,” “36 Other peripheral T-cell lymphoma,” or “38 Other non-Hodgkin
lymphoma, unclassified,” complete the “specify” lineto record the diagnosis.

Stage at Time of Diagnosis

Question 7 Organ involvement at diagnosis:

Choose the level of organ involvement from the accompanying list. If “Other,” use
the “specify” lineto record the level of organ involvement.

Question 8  Symptoms at diagnosis:

If the recipient experienced unexplained weight loss > 10% body weight in six
months before treatment, unexplained fever > 38°C, or night sweats, choose item
“2-B” from thelist. If none of the listed symptoms were present, choose item “ 1—
A.” If “unknown,” chooseitem 3.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.

Page 110 of 357
Manual: Search and Follow-up Forms Instruction manual
Document Title: Form 120, 520, 620 Insert IX
Document Number: M002_C0026 12/21/2001 Verified: 12/21/2001
Effective Date: 12/21/2001 Approved: 12/21/2001

Replaces: N/A Signatures on fileat NMDP



Question 9

Question 10

Question 11

Question 12

Question 13

Question 14

Question 15

Was there extranodal or splenic involvement at diagnosis?
If “yes,” continue with question 10.

If “no” or “unknown,” continue with question 11.

Specify sites:

Indicate “yes’ or “no” for each site listed. Do not leave any responses blank.

LDH at diagnosis:

Record the recipient’s LDH level at diagnosis of lymphoma, then indicate the unit
of measurement used to report the value.

Upper limit of normal for LDH:

Enter your institution’s upper limit of normal for LDH level in the same unit of
measurement reported in question 11.

Was amediastinal mass present at diagnosis?

Indicate “ yes,” “no,” or “unknown.”

Enter age-appropriate Karnofsky or Lansky score at diagnosis:

Two scales are used to report the functional status of the recipient prior to
conditioning. The Karnofsky Scale is designed for recipients aged 16 years and
older, and is not appropriate for children under the age of 16 years. The Lansky
scaleis designed for recipients less than 16 years old.

Based on the age of the recipient, choose either the Karnofsky or Lansky Scale.
Record the number associated with the phrase that best indicates the recipient’s
activity status at diagnosis.

A complete scale can be found associated with question 10 of the Baseline and
Transplant Data Form 120, 520, 620.

Was recipient treated for lymphoma prior to a high-dose therapy (conditioning)?
If “yes” continue with question 16.

If “no” continue with question 164.
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Question 16

Question 17

Question 18

Question 19

Question 20
to
Question 39

Question 40

Question 41

Question 42
to
Question 44

Chemotherapy:
If the recipient received chemotherapy, check “yes’ and continue with question 17.

If the recipient did not receive chemotherapy, check “no” and continue with
question 41.

Number of cycles:

Record the number of chemotherapy cycles the recipient received during the first
line of therapy, or check “unknown/not applicable.”

Date started therapy:
Record the date the recipient began the first line of chemotherapy.

Date stopped therapy:
Record the date the recipient ended the first line of chemotherapy.

Treatment:

Check “yes’ or "no” for each chemotherapy treatment listed for the first line of
therapy. Do not leave any responses blank. If the recipient received a treatment not
listed, check “yes” for other and specify the treatment in line 39.

Given for stem cell priming?

Check “yes’ if any of the chemotherapy treatments listed in questions 20 through
38 were administered for stem cell priming.

Radiation therapy:

If the recipient received radiation therapy, check “yes’ and continue with question
42.

If the recipient did not receive radiation therapy, check “no” and continue with
question 47.

Sites:
Check “yes’ or "no” to indicate if the recipient received radiation to the

mediastinum or other site. If the recipient received radiation to a site other than the
mediastinum, specify the site(s) in line 44.
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Question 45

Question 46

Question 47

Question 48

Question 49

Question 50

Question 51

Question 52

Date started therapy:

Record the date the recipient began the first line of radiation therapy.

Date stopped therapy:
Record the date the recipient ended the first line of radiation therapy.

Surgery:

If the recipient received surgery as part of the first line of therapy, check “yes’” and
continue with question 48.

If the recipient did not recelve surgery as part of the first line of therapy, check
“no” and continue with question 49.

Specify site:
Record the site at which the recipient had surgery as part of thefirst line of therapy.

Best response to line of therapy:

Check only one box indicating whether the recipient’ s best response to the first line
of high-dose therapy was “ continuous complete remission,” “complete remission,”
“complete remission undetermined,” “partia response,” “no response/stable
disease,” “progressive disease,” “not evaluable,” or *not tested/unknown.” If the
responseis “not evaluable,” use the “specify” lineto record the reason.

Date response established:

Record the date the best response to the first line of high-dose therapy was
established.

Did patient relapse/progress following this line of therapy?

Indicate “yes’ or “no.”

Date of relapse/progression:

Record the date the recipient relapsed or the disease progressed following the first
line of high-dose therapy.
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Question 53
to
Question 163

Question 164

Question 165

Question 166

Question 167

Question 168

Question 169

Question 170

Question 171

2" 3 and 4™ lines of therapy:

If the recipient received more than 1 line of high-dose therapy, record the
information for each subsequent line of therapy. If the recipient received more than
4 lines of therapy, make a copy of page 4 and continue to record each subsequent
line of therapy.

Did recipient have a splenectomy?

If “yes” continue with question 165; if “no” continue with question 166.

Date:

Record the month and year in which the recipient received a splenectomy.

Was the recipient restaged < 2 months prior to high-dose therapy (conditioning)?

If “yes” continue with question 167; if “no, not completely restaged” continue with
guestion 168.

Stage of disease immediately prior to high-dose therapy (conditioning):

Choose the disease stage from the list provided. If none of the descriptions matches
the disease stage, choose “other” and record the disease stage in the “ specify” line.

Evidence of disease prior to conditioning:

Check the box corresponding to the disease evidence known less than 2 months
prior to conditioning for transplant.

Did recipient have known nodal involvement immediately prior to conditioning?

If “yes” continue with question 170; if “no” continue with question 171.

Specify sites:

Check “yes,” “no,” or ”unknown” for each site listed. Do not |eave any responses
blank. If the recipient had nodal involvement at a site not listed, check “yes’ for
“other site” and use the “ specify” lineto record the site.

Did recipient have known extranodal involvement immediately prior to
conditioning?

Check “yes,” continue with question 172. If “no” or ”unknown” continue with
question 173.
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Question 172

Question 173

Question 174

Question 175

Question 176

Question 177

Question 178

Question 179

Question 180

Specify sites:

Check “yes,” “no,” or ”unknown” for each site listed. Do not |eave any responses
blank. If the recipient had extranodal involvement at a site not listed, check “yes’
for “other site” and use the “specify” line to record the site.

Did recipient have any massimmediately prior to conditioning?

If “yes” continue with question 174; if “no” continue with question 176.
Size of largest mass (of any kind):

Report the size as measured in centimeters of the largest known mass.
Site:

Report the site where the largest mass was detected.

Was Gallium scan done < 4 weeks prior to conditioning?

If “yes” continue with question 177; if “no” continue with question 179.

Results:

Report whether the Gallium scan results were “negative,” “positive,” or
“indeterminate/equivocal.”

Sites:
Report the sites where the Gallium scan was conducted.

What was sensitivity of lymphomato chemotherapy prior to conditioning?

Report whether the response of the lymphomato the last chemotherapy treatment
given < 6 months prior to transplant was “ sensitive,” “resistant,” “untreated,” “not
evaluable,” or “unknown.”

Remission state immediately prior to conditioning:

Choose the disease remission state from the list provided.
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Form 120, 520, 620 — Insert X
Severe Combined mmunodeficiency (SCIDYS)

Thisform is designed to obtain data on the recipient’ s hematol ogic and immunologic status just
prior to conditioning for transplant.

This form must be completed for all recipients whose primary disease on Form 120, 520, 620
guestion 8 is SCID, Omenn’s Syndrome, Reticular Dysgenesis, Bare Lymphocyte Syndrome or
other SCID. Form 120, 520, 620 is not considered complete until the appropriate disease-specific
insert is submitted to the Registry and is error free.

Form Key Fields:

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform isbeing completed:

Month Day Y ear
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood

(Form 120) (Form 520) (Form 620)
Check the box that corresponds to the transplant product type.
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Question1  What was the date of diagnosis of SCID?
Enter the date the recipient was diagnosed with SCIDS.

Question2  What was the SCID phenotype?

Indicate the SCID phenotype. If phenotype was “Other,” specify the type.

NOTE:
SCID Phenotype

1. ADA Deficiency — markedly decreased or absent ADA enzyme activity in
red blood cells (if recipient has not been transfused) or white blood cells.
Inheritance of this disorder isalways autosomal recessive.

2. Absence of T cellswith normal B cells—T cell number (in the absence of
mater nal engraftment) is < 100/mm?®. B cellsare Slg+ and normal in
number, e.g., > 200/mm?. This phenotypeis usually inherited as x-linked
recessive.

3. Absence of T and B cells—total absolute lymphocyte count < 500/mm?®.
Recipientswho have very low numbersof T and B cells, but have a greater
proportion of NK cells, should belisted as“ 4. Other, specify: Absent T
and B cellswith NK cells.”

4. Other — specify the phenotype, e.g., Omenn syndrome, reticular dysgenesis,
IL 2 deficiency, etc.

Question 3  What was the inheritance of SCID?

Indicate if the inheritance was “ X-linked,” “ Autosomal recessive’ or “ Unknown.”

NOTE:
Inheritance

1. X-linked: Mother’sfamily history is positive or recipient has been
documented to have a defect of an x-linked gene causing SCID. Almost
always maleswho ar e affected.

2. Autosomal recessive: No preceding family history; aslikely to occur in
females as males.
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Hematologic Findings Pre-Transplant

Question4 WBC:

Enter the white blood cell count (WBC) in 10%/L.
Question5  Lymphocytes:

Enter the percent of lymphocytes.

Question6 T cells(CD3 or equivaent):

Enter the percent of T cells.

Question 7 CD4+ célls:
Enter the percent of helper T cells (CD4+ cells).

Question 8 CD8+ cdlls:

Enter the percent of suppressor T cells (CD8+ cells).

Question9 B cells(Slg+ or equivalent):

Enter the percent of B cells (surface immunoglobulin positive).

Question 10  NK cells (CD16+ or equivalent):
Enter the percent of natural killer (NK) cells.

Question 11  What was the mitogen proliferation response?

Indicate if the response was “absent,” “decreased,” “normal,” or “not tested.”

NOTE:
Mitogen Proliferation

Typically refersto PHA (Phytohemagglutinin) response; could also refer to
Concanavalin A response.
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Question 12

Question 13

Question 14

Question 15

Question 16

Question 17

What was the natural killer cell function?

Indicate if NK cell function was “absent,” “decreased,” “normal,” or “not tested.”

NOTE:
Natural Killer Cell Function
Specific cytolysis (cell death) of NK sensitive target cells (e.g., K562).

1gG:

Indicate if the 1gG level was “absent,” “decreased,” “normal,” “increased,” or “not
tested.”

IgM:

Indicateif the IgM level was “absent,” “decreased,” “normal,” “increased,” or “not
tested.”

IgA:

Indicate if the IgA level was“absent,” “decreased,” “normal,” “increased,” or “not
tested.”

IgE:

Indicate if the IgE level was “absent,” “decreased,” “normal,” “increased,” or “not
tested.”

What was the specific antibody response?

Indicate if the specific antibody response was “ absent,” “ decreased,” *“normal,”
“increased,” or “not tested.”

NOTE:
Specific Antibody Response

Includes any antigen against which therecipient has been adequately
immunized (e.g., > DPT for Diphtheria, Pertussisor Tetanustitres) or
following natural exposure (e.g., CMV).
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Clinical Status of Recipient Pre-Transplant

Question 18 Was maternal engraftment present?

M

Indicate “yes,” “no,” or “unknown (not tested).”

NOTE:
Mater nal Engraftment

Engraftment of the mother’s stem cellsthat were unintentionally transfused
totherecipient either during gestation or delivery. Maternal engraftment
may be deter mined by either HL A typing or discriminating RFL P analyses.

Question 19  Was graft vs. host disease present?

NOTE:

This question only refersto graft versus host disease (GVHD) that was
present prior to transplant. Pre-transplant GVHD isusually caused by
either engraftment of maternal stem cellsor from transfusions with blood
productsthat werenot irradiated.

If “yes,” continue with question 20.

If “no,” continue with question 21.

Question 20 Was GVHD caused by:

Indicate “yes’ or “no” for each cause. Do not |eave any responses blank.

Question 21  Did the recipient have failure to thrive?

Indicate “yes’ or “no.”

NOTE:
Failureto Thrive
Weight < 5th percentilefor age.
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Question 22  Did the recipient have chronic (protracted) diarrhea?

Indicate “yes’ or “no.”

NOTE:
Chronic or Protracted Diarrhea
Diarrhea greater than six weeksin duration.

Question 23  Did the recipient have respiratory impairment?

Indicate “yes’ or “no.”

NOTE:
Respiratory Impairment at the Time of Transplant

Refersto the need for chronic or intermittent support with oxygen (O) or
artificial ventilation, and/or the presence of persistent interstitial, nodular,
or lobar pneumonia on X-ray.
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Form 120, 520, 620 — I nsert XI
Wiskott Aldrich Syndrome (WAS)

Thisform is designated to obtain data on the criteria used to determine the disease diagnosis and
any complications prior to conditioning for transplant.

This form must be completed for all recipients whose primary disease on Form 120, 520, 620

guestion 8 isWAS. Form 120, 520, 620 is not considered compl ete until the appropriate disease-
specific insert is submitted to the Registry and is error free.

Form Key Fields:

A. Unrelated Recipient ID: ) )

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D: (optional)

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform is being completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood

(Form 120) (Form 520) (Form 620)
Check the box that corresponds to the transplant product type.
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Question1  What was the date of diagnosis of WAS?
Enter the date the recipient was diagnosed with WAS.

Question 2 What were the WAS defining (diagnostic) criteria?

Indicate “yes,” “no” or “unknown” for each criteria. Do not leave any responses
blank.

NOTE:

X-linked inheritance demonstrated in the family refersto a family history
that ispositivefor WAS.

Question 3  Wasthe diagnosis confirmed by molecular identification of the presence of a
defect in the WAS gene?

Indicate “yes,” “no” or “unknown.”

Clinical Status of Recipient Pre-Transplant

Question 4  Did the patient undergo splenectomy?
If “yes,” continue with question 5.
If “no” or “unknown,” continue with question 6.

Question5  Wasthe platelet count normal immediately pre-transplant?

Indicate “yes,” “no,” or “unknown.”

Question 6  Did B cell lymphoproliferative disorder (BLPD) develop pre-transplant?
If “yes,” continue with question 7.

If “no” or “unknown,” continue with question 8.

NOTE:

If question 6 isanswered “yes,” then Form 120, 520, 620 question 12r
“history of other malignancy” must be answered “yes,” and “BLPD”
specified.
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Question 7  Wasthe BLPD associated with EBV?

Indicate “yes,” “no,” or “unknown.”

Question 8  Did therecipient develop any malignancy (non BLPD) pre-transplant?

Indicate “yes,” “no,” or “unknown.”

NOTE:

If question 8isanswered “yes,” then Form 120, 520, 620 question 12r
“history of other malignancy” must be answered “yes,” and the type of
malignancy specified.

Question 9  Did the recipient develop any autoimmune complications pre-transplant?

Indicate “yes,” “no,” or “unknown.”

NOTE:

If question 9isanswered “yes,” then Form 120, 520, 620 question 12z,
“other co-existing disease” must be answered “yes,” and the autoimmune
complications specified.
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Form 120, 520, 620 — Insert X111
L eukodystrophies

Thisform is designed to obtain data on the recipient’s neurological, visual, and auditory status just
prior to conditioning for transplant.

This form must be completed for al recipients whose primary disease reported on Form 120, 520,
or 620 question 8, is globoid cell, metachromatic, or adrenoleukodystrophy. Form 120, 520, or 620
is not considered complete until al required disease-specific inserts have been submitted to the
Registry and are error free.

Form Key Fields:

All datareported in the key field section must be identical to the data reported in the key field
section for the corresponding Form 120, 520, or 620.

A. Unrelated Recipient ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’ s last name using capital |etters.

C. Recipient Local ID (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month, Day . Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform isbeing completed:

Month Day Y ear
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion

was started.)

G. Producttypes. O Marow [ PBSC O Cord blood
(Form 120) (Form 520) (Form 620)

Check the box that corresponds to the transplant product type.
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Question 1

Questions 2
3
4
6

Question 5

Question 7

Question 8

For which type of leukodystrophy was the transplant performed?

Indicate the type of leukodystrophy for which the recipient was transplanted.

If “Globoid Cell Leukodystrophy,” continue with questions 2 and 3.

If “Metachromatic Leukodystrophy,” continue with questions 4 through 6.

If “Adrenoleukodystrophy,” continue with questions 7 through 13.

Report the enzyme activity at the time of the recipient’s diagnosis:

Enter the result and indicate if the enzyme was measured in nanomoles per hour

per milligram protein (nmol/hr/mg protein) or in picomoles per hour per milligram
protein (pmol/hr/mg protein).

NOTE:
If the enzymeresultsfor either therecipient or donor arereported in units
other than thoselisted, attach a copy of thelab report and leave this question
blank on theform. NMDP staff will determineif the lab result can be
converted to nmol/hr/mg protein or pmol/hr/mg protein.

Enter the date the recipient’ s enzyme activity was tested.

Report the urinary sulfatides at diagnosis:

For recipients being transplanted for metachromatic leukodystrophy, report the level
of urinary sulfatides in grams per milliliter (g/mL).

Report the mean fasting plasma very-long-chain fatty acid (VLCFA) C26:0 as
determined at diagnosis:

For recipients being transplanted for adrenoleukodystrophy, enter the plasma level
as measured in micrograms per milliliter (ug/mL).

Was the mean fasting plasma very-long-chain-fatty acid level measured pre-
transplant (within two weeks prior to conditioning for transplant)?

If “yes,” continue with question 9.

If “no” or “unknown” continue with question 10.
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Question 9  Specify:

Report the mean plasmalevel of very-long-chain-fatty acids as measured in
micrograms per milliliter (ug/mL).

Enter the date that the mean fasting plasma very-long-chain-fatty acid level was
measured. This date must be within two weeks prior to the date conditioning for
transplant began.

Question 10 Was treatment given for adrenal insufficiency between diagnosis and transplant?
If “yes,” continue with question 11.

If “no” or “unknown” continue with question 12.

Question 11  Specify:

Indicate if glucocorticoid and mineral ocorticoid were given to treat adrenal
insufficiency.

Question 12 Was treatment given to lower plasma very-long-chain fatty acids at any time prior to
transplant?

If “yes,” continue with question 13.

If “no” or “unknown” continue with question 14.

Question 13  Specify:

For each treatment listed, indicate whether it was given to lower plasma very-long-
chain fatty acids. Do not leave any responses blank.

Clinical Status Pre-Transplant

Question 14 Isthere a history of pre-transplant seizures?

Check “yes’ or “no” to indicate if at any time from birth to time of transplant the
recipient has had seizures.

Question 15 Was cerebrospina fluid (CSF) testing done pre-transplant?
If “yes” continue with questions 16 and 17.

If “no” or “unknown” continue with question 18.
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Question 16

Question 17

Question 18

Question 19

Question 20

Question 21

Report results of most recent tests:

For each test listed, indicate whether the test was performed.

a. If opening pressure testing was performed, report the result in centimeters water
(cm H0).

b. If total protein testing was performed, record the results and indicate whether
the protein was measured in milligrams per deciliter (mg/dL) or in grams per
liter (g/L).

c. If serum albumin testing was performed, record the results and indicate whether
it was measured in milligrams per deciliter (mg/dL) or in grams per liter (g/L).

d. If serum IgG testing was performed, record the results and indicate whether it
was measured in milligrams per deciliter (mg/dL) or in grams per liter (g/L).

Date of most recent test:

Enter the date of the most recent cerebrospinal fluid test performed pre-transplant.

Magnetic Resonance Imaging (MRI) pre-transplant:
If either “normal” or “abnormal” continue with question 19.

If “no” or “unknown” continue with question 20.

Date of most recent report:

NOTE:
If possible, please attach a copy of the MRI report.

Enter the date of the most recent MRI performed pre-transplant.

Magnetic Resonance Spectroscopy pre-transplant:
If either “normal” or “abnormal” continue with question 21.

If “no” or “unknown” continue with question 22.

Date of most recent test prior to transplant:

NOTE:
If possible, please attach a copy of the M agnetic Resonance Spectr oscopy
report.

Enter the date of the most recent Magnetic Resonance Spectroscopy performed pre-
transplant.
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Question 22

Question 23

Question 24

Question 25

Question 26

Question 27

Question 28

Question 29

Were nerve conduction velocities tested pre-transplant?
If “yes,” continue with questions 23 and 24.

If “no” or “unknown” continue with question 25.

Specify nerve conduction velocities:

Enter the result of the median nerve and peroneal nerve velocities in milliseconds
(m/sec).

Date of most recent test prior to transplant:

Enter the date of the most recent nerve conduction velocity test performed pre-
transplant.

Was a Mental Devel opment test done pre-transplant?
If “yes,” continue with questions 26 through 30.

If “no” or “unknown” continue with question 31.

Indicate test instrument; report results of test done closest to transplant; report
score, not percentile:

I ndicate which test instrument was used.

Date of test:

Enter the date of the test done closest to transplant.

Full scale score:

NOTE:
Depending on the test given, the full scale score may bereferred toasa
composite or standard score.

Enter the full scale score. Do not report as a percentile.

Verbal score:

NOTE:
Depending on the test given, the verbal score may bereferred to asa verbal
reasoning or verbal 1.Q. score.

Enter the verbal score. Do not report as a percentile.
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Question 30

Question 31

Question 32

Question 33

Question 34

Question 35

Question 36

Question 37

Performance score:

NOTE:
Depending on the test given, the performance score may bereferred to asthe
motor score.

Enter the performance score. Do not report as a percentile.

Were the Vineland Adaptive Behavior Scales done pre-transplant?
If “yes,” continue with questions 32 and 33.

If “no” or “unknown” continue with question 34.

Score results:

Report the score results for communication skills, daily living skills, and
socidization skills.

Date of test:

Enter the date of the test done closest to transplant.

Was visua acuity tested pre-transplant?
If “yes,” continue with question 35.

If “no” or “unknown” continue with question 38.

Is patient blind?

If “yes,” continue with question 38.

If “no,” continue with questions 36 and 37.

Visual acuity:

Record the recipient’ s visual acuity for both the right and left eyes.

Date of test:

Enter the date of the most recent visual acuity test done pre-transplant.
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Question 38 Was an audiologic evaluation (auditory brain stem or conditioned response) done
pre-transplant?

If “yes,” continue with question 39.

If “no” or “unknown” continue with question 40.

Question 39 Tympanometry results:

Check the box that corresponds to the test results for the right ear and the left ear.

Question 40 Wasthe hearing loss (HL) in decibels (dB) assessed at the speech threshold for 500
hertz (HZ)?

If “yes,” continue with question 41.

If “no” or “unknown” continue with question 42.

Question 41  Speech Threshold results at 500 HZ:

NOTE:
See the Degree of Hearing L oss chart for scaleranges

Check the box that corresponds to the test results for the right ear and the left ear.

Question 42 Wasthe hearing loss (HL) in decibels (dB) assessed at the speech threshold for
2000 hertz (HZ)?

If “yes,” continue with question 43.

Question 43 Speech Threshold results at 2000 HZ:

NOTE:
Seethe Degree of Hearing L oss chart for scaleranges

Check the box that corresponds to the assessment at the speech threshold for the
right ear and the left ear.
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Form 120, 520, 620 — Insert X1V
Mucopolysaccharidoses and Other Storage Diseases

Thisform is designed to obtain data on the recipient’s neurological, visual, and auditory status just
prior to conditioning for transplant.

This form must be completed for al recipients whose primary disease reported on Form 120, 520,
or 620 question 8, is a mucopolysaccharidosis or storage disease. Form 120, 520 or 620 is not
considered complete until all required disease-specific inserts have been submitted to the Registry
and are error free.

Form Key Fields:

All datareported in the key field section must be identical to the data reported in the key field
section for the corresponding Form 120, 520, or 620.

A. Unrelated Recipient NMDP ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’ s last name using capital |etters.

C. Recipient Local ID (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Y ear
Enter the date on which you are completing this form.

E. TC Code

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform isbeing completed:

Month Day Y ear
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion

was started.)

G. Producttypes. O Marow [ PBSC O Cord blood
(Form 120) (Form 520) (Form 620)
Check the box that corresponds to the transplant product type.
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Question 1 Which enzyme deficiency was detected at diagnosis?

Indicate which enzyme deficiency was detected at diagnosis.

Question 2 Record the leukocyte enzyme levels at diagnosis:

NOTE:
If the enzymeresultsfor either therecipient or donor arereported in units
other than thoselisted, attach a copy of thelab report and leave this question
blank on the form. NMDP staff will determineif thelab result can be
converted to nmol/hr/mg protein or pmol/hr/mg protein.

2a. Report the recipient’s enzyme level at diagnosis. Indicate whether the enzyme
was reported in nanomoles per hour per milligram protein (nmol/hr/mg protein)
or in picomoles per hour per milligram protein (pmol/hr/mg protein).

2b. Report the donor’ s enzyme level. Indicate whether the enzyme was reported in
nanomoles per hour per milligram protein (nmol/hr/mg protein) or in picomoles
per hour per milligram protein (pmol/hr/mg protein).

Question 3  Was treatment given for the disease between diagnosis and transplant?
If “yes,” continue with question 4.

If “no” or “unknown” continue with question 5.

Question 4 Specify:

For each treatment listed, indicate whether or not it was given. Do not leave any
responses blank.

Clinical Status Pre-Transplant

Question5  Was cerebrospinal fluid (CSF) testing done pre-transplant?
If “yes,” continue with questions 6 and 7.

If “no” or “unknown” continue with question 20.
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Question 6

Question 7

Question 8

Question 9

Question 10

Report results of most recent tests:

For each test listed, indicate whether the test was performed.

a. If opening pressure testing was performed, report the result in centimeters water
(cm H0).

b. If total protein testing was performed, record the results and indicate whether
the protein was measured in milligrams per deciliter (mg/dL) or in grams per
liter (g/L).

c. If serum albumin testing was performed, record the results and indicate whether
it was measured in milligrams per deciliter (mg/dL) or in grams per liter (g/L).

d. If serum IgG testing was performed, record the results and indicate whether it
was measured in milligrams per deciliter (mg/dL) or in grams per liter (g/L).

Date of most recent test:

Enter the date of the most recent cerebrospinal fluid test performed pre-transplant.

Magnetic Resonance Imaging (MRI) of the brain/spine pre-transplant:
If “yes” continue with questions 9 and 10.

If “no” or “unknown” continue with question 11.

Specify location of abnormalities:

NOTE:
If possible, please attach a copy of the MRI report.

a. Indicateif ventricular (hydrocephalus) abnormalities were detected. If
hydrocephalus is not mentioned in the report, you may infer that it was not
present on the MRI.

b. Indicate if odontoid hypoplasia abnormalities were detected. If odontoid (may
also bereferred to as dens or odontoid process) hypoplasia (erosion) is not
mentioned in the report, you cannot infer its absence and must answer the
guestion as “unknown.”

Date of test:

Enter the date of the most recent MRI performed pre-transplant.
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Question 11

Question 12

Question 13

Question 14

Question 15

Question 16

Question 17

Was a Mental Devel opment test done pre-transplant?
If “yes,” continue with questions 12 through 16.

If “no” or “unknown” continue with question 17.

Indicate test instrument; report results of test done closest to transplant; report
score, not percentile:

Indicate which test instrument was used.

Date of test:

Enter the date of the test done closest to transplant.

Full scale score:

NOTE:
Depending on the test given, the full scale score may bereferred toasa
composite or standard score.

Enter the full scale score. Do not report as a percentile.

Verbal score:

NOTE:
Depending on the test given, the verbal score may bereferred to asa verbal
reasoning or verbal |.Q. score.

Enter the verbal score. Do not report as a percentile.

Performance score:

NOTE:
Depending on the test given, the performance score may bereferred to asthe
motor score.

Enter the performance score. Do not report as a percentile.

Were the Vineland Adaptive Behavior Scales done pre-transplant?
If “yes,” continue with questions 18 and 19.

If “no” or “unknown” continue with question 20.
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Question 18 Score results:

Report the score results for communication skills, daily living skills, and
socidization skills.

Question 19 Date of test:

Enter the date of the test done closest to transplant.

Question 20 Was an eye exam done pre-transplant?
If “yes” continue with questions 21 through 23.

If “no” or “unknown” continue with question 24.
Question 21 Visua acuity:

Record the recipient’ s visual acuity for both the right and left eyes.
Question 22 Was corneal clouding present?

Indicate “yes’ or “no” if the eye exam detected corneal clouding.

Question 23 Date of most recent test:

Enter the date of the eye exam done closest to transplant.

Question 24 Was an audiologic evaluation (auditory brain stem or conditioned response) done
pre-transplant?

If “yes,” continue with question 25.

If “no” or “unknown” continue with question 26.

Question 25 Tympanometry results:

Check the box that corresponds to the test results for the right ear and the left ear.

Question 26 Wasthe hearing loss (HL) in decibels (dB) assessed at the speech threshold for 500
hertz (HZ)?

If “yes,” continue with question 27.

If “no” or “unknown” continue with question 28.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.

Page 147 of 357
Manual: Search and Follow-up Forms Instruction manual
Document Title: Form 120, 520, 620 Insert XIV
Document Number: M002_C0014 12/21/2001 Verified: 12/21/2001
Effective Date: 12/21/2001 Approved: 12/21/2001

Replaces: N/A Signatures on fileat NMDP



Question 27

Question 28

Question 29

Question 30

Question 31

Question 32

Speech Threshold results at 500 HZ:

NOTE:
Seethe Degree of Hearing L oss chart for scaleranges

Check the box that corresponds to the test results for the right ear and the left ear.

Was the hearing loss (HL) in decibels (dB) assessed at the speech threshold for
2000 hertz (HZ2)?

If “yes,” continue with question 29.

If “no” or “unknown” continue with question 30.

Speech Threshold results at 2000 HZ:

NOTE:
See the Degree of Hearing L oss chart for scaleranges

Check the box that corresponds to the assessment at the speech threshold for the
right ear and the left ear.

Was pulmonary function testing done pre-transplant?
If “yes,” continue with questions 31 and 32.

If “no” or “unknown” continue with question 33.

Oxygen saturation on room air:

Enter the saturation as a percentile.

Results of most recent pulmonary function test:

NOTE:
If possible, please attach a copy of the report.

Check the box that corresponds to the test result.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.

Page 148 of 357

Manual: Search and Follow-up Forms Instruction manual
Document Title: Form 120, 520, 620 Insert XIV

Document Number: M002_C0014 12/21/2001
Effective Date: 12/21/2001

Replaces: N/A

Verified: 12/21/2001
Approved: 12/21/2001
Signatures on fileat NMDP



Question 33

Question 34

Question 35

Question 36

Question 37

Question 38

Was an echocardiogram done pre-transplant?
If “yes,” continue with questions 34 and 35.

If “no” or “unknown” continue with question 36.

Valvular insufficiency:

For each valve listed, check the box that corresponds to the degree of insufficiency.

Date of test:

Enter the date of the echocardiogram done closest to transplant.

Weas the cardiac contractility tested pre-transplant?

If “yes,” continue with questions 37 and 38.

Ejection fraction:

NOTE:
You arenot required to report both gection and shortening fraction; only one
isrequired. However, if resultsfor both are known, please report both.

Enter the fraction as a percentile score.

Shortening fraction:

NOTE:
You arenot required to report both gection and shortening fraction; only one
isrequired. However, if resultsfor both are known, please report both.

Enter the fraction as a percentile score.
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Form 580
Filgrastim Mobilized PBSC Protocol
Transplant Center PBSC Product Analysis

The Form 580 is designed to capture data on the laboratory analysis of the PBSC product. If two
products are collected, a separate analysis must be performed on each product, and separate forms
must be completed for each product. Do not pool products prior to anaysis.

This form becomes due on the date of the first apheresis collection, and, if a second product is
collected, a second Form 580 will become due on the date of the second apheresis collection.

Form Key Fields:

A. Donor NMDP ID: - -

Enter the nine-digit NMDP Donor ID number.

B. Recipient NMDP ID: - -

Enter the seven-digit NMDP Recipient ID number.

C. DC Code:

Enter the 3-digit code of the Donor Center providing the product.

D. TC Code:

Enter the 3-digit Transplant Center code.

E. Today’sDate:

Month Day Year
Enter the date on which you are completing this form.

F. Dateof PBSC infusion for which
thisform isbeing completed:

Month Day Year
Enter the date the PBSC product was infused.

G. Thisformisbeing completed for: 1 O Product One 2 O Product Two
(Form 580) (Form 581)

Check if thisform is being completed for the first product or the second product.
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Product Analysis

If two products are collected, do not pool products prior to analysis. A separate analysis must be
performed on each product.

Question 1  Date of receipt of PBSC product at your facility:
Enter the date the PBSC product was delivered to your center.

Question 2 Time of receipt:

Enter the time (as measured using a 24-hour clock) the PBSC product was delivered
to your center. See Appendix N for atable converting 12-hour clock timesto 24-
hour clock times.

Question 3 Shipping temperature:

Check if the PBSC product was transported from the apheresis center to the
transplant center on “wet ice 2° — 6° C (not in accordance with protocol),” “frozen
gel pack 2°—6° C,” or “other temperature (not in accordance with protocol).”

Question 4  Total volume of PBSC product:

Enter in milliliters (mL) the total volume of the PBSC product. The total volume
may be calculated using the following formula:

Calculating Total Volume:
Weight of PBSC product in grams*

1.06
* Weight of PBSC product = Total weight (including bag) —weight of empty bag

= Volume of PBSC product in mL

Example:
Weight of product: M = 2547mL

1.06

Product Hematology

CBC and complete WBC differential must be performed on each PBSC product received at the
transplant center. A separate Form 580 is completed for each product. See Appendix E for alist of
validation ranges. If avalue falls outside the valid range, write “verified” next to the value, and
initial it.
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Question 5 Date of CBC and differential:
Enter the date the CBC and WBC differential were performed.

Question6 WBC:
Enter the white blood cell count (WBC) in 10/L.

Question 7 Platelets:
Enter the platelet count in 10%/L.

Question 8  Hematocrit:

Enter the percent hematocrit.

Product WBC Differential

The differential may be determined either manually or by machine. Differentials determined by
machine generally only report out values for neutrophils, lymphocytes, monocytes, and in some
cases, eosinophils and basophils. If acell typeisnot listed on the lab report, leave it blank on the
form, do not enter zeroes. If the differential was determined manually, enter the values listed on the
lab report, and enter zeroes for those cells not found on the report. The sum of all values reported
for either machine or manual differential should be close to 100%. Attach a copy of the lab report
to the form.

Question 9  Segmented neutrophils:

Enter the percent segmented neutrophils. If the differential was performed by
machine, enter the percent neutrophils (this will include both segmented and band
neutrophils.)

Question 10 Band neutrophils:

Enter the percent band neutrophils. If the differential was determined by machine
and no value is reported, leave this question blank.

Question 11 Metamyelocytes:

Enter the percent metamyel ocytes. If the differential was determined by machine
and no value is reported, leave this question blank.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.

Page 155 of 357
Manual: Search and Follow-up Forms Instruction manual
Document Title: Form 580
Document Number: M002_C0027 12/21/2001 Verified: 12/21/2001
Effective Date: 12/21/2001 Approved: 12/21/2001

Replaces: N/A Signatures on fileat NMDP



Question 12 Myelocytes:

Enter the percent myelocytes. If the differential was determined by machine and no
valueisreported, leave this question blank.

Question 13 Promyelocytes:

Enter the percent promyel ocytes. If the differential was determined by machine and
no valueis reported, leave this question blank.

Question 14 Eosinophils:

Enter the percent eosinophils. If the differential was performed by machine and no
valueisreported, leave this question blank.

Question 15 Basophils:

Enter the percent basophils. If the differential was performed by machine and no
valueisreported, leave this question blank.

Question 16 Blasts:

Enter the percent blasts. If the differential was determined by machine and no value
isreported, leave this question blank.

Question 17 Lymphocytes:
Enter the percent lymphocytes.

Question 18 Monocytes.

Enter the percent monocytes.
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Question 19 Total mononuclear célls:

Enter the total number of mononuclear cells (lymphocytes plus monocytes)
contained in the PBSC product.

Calculating Total Mononuclear Cell Count:

Percent of Lymphocytes
+  Percent of Monocytes

= Percent of Mononuclear cells
X  White blood cell count x 10%L

=  Mononuclear cell count x 10°%/L
x  Volume of product in Liters (L)

=  Total mononuclear cell count x 10°

Example:

Lymphocytes 45 (= 45%)
+ Monocytes + 15 (= 15%)
= Mononuclear cells .60 (= 60%)
X  White blood cell count x 10%L X 75 x 10°%/L
= Mononuclear cell count x 10°/L 45 x 10°/L
x  Volume of product in Liters (L) X 25L (=250 mL)
=  Tota mononuclear cell count x 10° 11.25x 10°*

(* Round to 11.3)

Question 20 Total CD34+ cdlls:
Enter the total number of CD34+ cells expressed in 10°.

Question 21  Was the product manipulated at your center prior to infusion?

If the product was manipulated in any way prior to infusion, check “yes’ and
continue with question 22.

If the product was not manipulated, check “no” and continue with question 25.
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Question 22  Indicate what the product was manipulated for:

Check the reason the product was manipulated. Only one reason may be checked. If
the product was manipulated for both T-cell depletion and CD34+ cell selection,
check “Other” and write, “ T-cell depletion, CD34+ cell selection” on the specify
line.

If the product was manipulated for T-cell depletion, or if both T-cell depletion and
CD34+ cell selection were used, continue with question 23.

If any other product manipulation was done, continue with question 25.

Question 23  Specify method used:
Check the method used for T-cell depletion.

Question 24  If antibodies were used during manipulation, indicate which were used:

Indicate which antibodies were used during product manipulation. Check “yes’ or
“no” for each antibody listed. Do not |eave any responses blank.

Question 25 Volume of infused product:

NOTE:
Thetotal volumereported may be from pooled products. If productsare
pooled prior to infusion, report the total volume of the pooled product that
was infused. I n this case, the same value for question 25 will be reported on
both the Form 580 for Product One and the Form 580 for Product Two.

Enter the total volume of PBSC product that was infused in milliliters (mL).

Question 26 Mononuclear cell count of infused product:

Enter the total mononuclear cell count of the infused product expressed as a cell
concentration.

Tipsfor Reporting Mononuclear Cell Counts:
Report asa cell concentration (cellsivolume). Example: 35 x 10° cells/mL
Do not report as a cell dose (cells/patient weight). Example: 2.5 x 10° cells/kg

Do not report as atotal dose (cells). Example: 17.5 x 10° cells
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Question 27

Question 28

Question 29

Question 30

Question 31

Equivalent unitsfor Mononuclear Cell Concentrations:

n x 10%L = n x 10%mL = (nx 1000) cellymm® = n x 10¥mm?®
1000

Example:

4.6 x 10°L = 4.6 x 108mL = 4600 cellmm® = 4.6 x 103mm°
1000

Time (24-hour clock) at start of infusion:

Enter the time (as measured using a 24-hour clock) the PBSC infusion began. See
Appendix N for atable converting 12-hour clock times to 24-hour clock times.

Was afraction of the product cryopreserved for back-up infusion?

NOTE:
Only a portion of the PBSC product may be frozen prior to infusion unless

prior approval has been obtained from the NMDP.

Answer this question “yes’ if the product was cryopreserved at your facility.
Continue with question 29.

Answer this question “no” if the product was not cryopreserved at your facility.
Continue with question 31.

Total volume of cryopreserved product:

Enter the total volume in milliliters (mL) of the product that was cryopreserved for
back-up infusion.

Nucleated cell count of cryopreserved product:

Enter the nucleated cell count in 10° per milliliter (mL) of the cryopreserved
product.

Were there any adverse events associated with the infusion?

If “yes” continue with question 32.
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Question 32 Specify:

As accurately as possible, describe the adverse event(s) the recipient experienced as
aresult of the PBSC infusion.

NOTE:
Adver se reactions that occur within 24 — 48 hoursfollowing an infusion that
will bereported to the FDA include death, anaphylaxis, respiratory arrest,
circulatory collapse, and new onset of bacteremia. If any of these events
occurred, they must be reported to the NMDP by telephone or fax within 48
hours of occurrence.

Signature  The person completing the form must sign the form, print his’her name, and provide
a phone number, fax number, and e-mail address where he/she can be reached.
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Form 680 — Cord Blood Unit Supplement

This form must be completed for al recipients who receive a cord blood transplant facilitated by
the National Marrow Donor Program. It must be accompanied by Form 620 — Recipient Baseline
and Transplant Data. Form 620 is not considered complete until all required inserts or product
anaysis forms have been submitted to the Registry and are error free.

Form Key Fields:

All datareported in the key field section (excluding “Today’ s Date) must be identical to the data
reported in the key field section for the corresponding Form 620.

A. Unrelated Recipient NMDP ID: - )

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’ s last name using capital |etters.

C. Recipient Local ID (optional):

Enter your Transplant Center’slocal ID for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform is being completed:

Month Day Year

Enter the date the transplant occurred. (Date of transplant is the date the cord blood
infusion was started.)
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Question 1

Question 2

Question 3

Question 4

Question 5

Question 6

Question 7

Question 8

Cord blood unit (CBU) identification number:

Enter the 9-digit identification number.

Date of receipt of CBU at your facility:

Enter the date the cord blood unit was delivered to the transplant center.

Time of receipt of CBU:

Enter the time (as measured using a 24-hour clock) the cord blood unit was
delivered to the transplant center. See Appendix N for atable converting 12-hour
clock timesto 24-hour clock times.

Were the CBU secondary containers (e.g., insulated shipping containers and unit
cassette) intact when they arrived at your center?

If “yes,” continue with question 5.

If “no,” complete an NMDP Adverse Event Reporting Form and fax it to the
NMDP. Continue with question 5.

Was the CBU completely frozen when it arrived at your center?
If “yes,” continue with question 6.

If “no,” complete an NMDP Adverse Event Reporting Form and fax it to the
NMDP. Continue with question 6.

Was the CBU stored at your center prior to thawing?
If “yes,” continue with question 7.

If “no,” continue with question 9.

Temperature during storage:

Report the storage temperature in degrees Celsius.

Converting Fahrenheit to Celsius:
degrees Fahrenheit — 32

18

= degrees Celsius

Date storage started:

Enter the date the transplant center began storing the cord blood unit.
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Question 9

Question 10

Question 11

Question 12

Question 13

Question 14

Question 15

Question 16

Date thawing initiated:
Enter the date the transplant center began to thaw the cord blood unit.

Time at initiation of thawing process.

Enter the time (as measured using a 24-hour clock) the transplant center began to
thaw the cord blood unit. See Appendix N for atable converting 12-hour clock
times to 24-hour clock times.

Time at completion of thawing process.

Enter the time (as measured using a 24-hour clock) the cord blood unit finished
thawing. See Appendix N for atable converting 12-hour clock times to 24-hour
clock times.

Was the CBU primary container (e.g., CBU bag) intact upon thawing?
If “yes,” continue with question 13.

If “no,” complete an NMDP Adverse Event Reporting Form and fax it to the
NMDP. Continue with question 13.

Was the CBU washed in dextran-albumin?
If “yes,” continue with question 14.

If “no,” complete an NMDP Adverse Event Reporting Form and fax it to the
NMDP. Continue with question 14.

Nucleated cell count of CBU after thawing:
Enter the cell count in 10° per milliliter (10%/mL).
Viability of nucleated cells:

Enter the percent of viable nucleated cells.

Was the CBU manipulated prior to infusion?
If “yes,” continue with question 17.

If “no,” continue with question 20.
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Question 17

Question 18

Question 19

Question 20

Question 21

Question 22

Indicate the primary reason the CBU was manipul ated:

Check if the cord blood was manipulated for “ T-cells removed,” “ex-vivo
expansion,” or “other.”

If the cord blood was manipulated to remove T cells, continue with question 18.

If the cord blood was manipulated for ex-vivo expansion, continue with question
20.

If the cord blood was manipulated for any other reason, use the “ specify” lineto
describe the primary reason and continue with question 20.

Specify method used:

Check which method was used to remove T-cells from the cord blood unit.

If antibodies were used during marrow manipulation, indicate which antibodies
were used:

If the answer to question 18 indicates that the method used to remove T-cells from
the cord blood included an antibody, specify which were used. Do not leave any
responses blank.

If no antibodies were used to remove the T-cells, answer “no” to items a-, and
check “yes’ for only item .

Did any adverse events occur while thawing or manipulating the CBU?

If “yes,” complete an NMDP Adverse Event Reporting Form and fax it to the
NMDP.

If “no,” continue with question 21.

Time cord blood infusion initiated:

Enter the time (as measured using a 24-hour clock) the transplant center began to
infuse the cord blood unit. See Appendix N for atable converting 12-hour clock
times to 24-hour clock times.

Time cord blood infusion completed:

Enter the time (as measured using a 24-hour clock) the cord blood unit finished
infusion. See Appendix N for atable converting 12-hour clock times to 24-hour
clock times.
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Question 23 Volume of cord blood plus additives infused:

Record the total volume infused in milliliters (mL).

Question 24  Does volume of infused CBU include any agents added to CBU?
If “yes,” continue with question 25.

If “no,” continue with question 26.

Question 25 What agents were added:

Check the agents that were added to the cord blood unit. Do not leave any
responses blank.

Question 26 Nucleated cell count of concentration of infused cord blood:

Enter the cell count in 10° per milliliter (10%/mL).

Question 27 Wasthe entire volume of cord blood infused?
If “yes,” continue with question 29.

If “no,” continue with question 28.

Question 28  Explain:

Use the area provided to describe the reason the entire volume of cord blood was
not infused.

Question 29  Were there any adverse events associated with the infusion?

If “yes,” complete an NMDP Adverse Event Reporting Form and fax it to the
NMDP.
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| nstructions
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Form 130, 530, 630
100-Day Follow-Up Visit of Recipient
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FORM 130, 530, 630
100-Day Follow-Up Visit of Recipient

Form 130, 530, 630 is designed to obtain data on engraftment post-transplant and the acute
complications following an unrelated stem cell transplant. The answersto all questions should
reflect the clinical status of the recipient on the date of actual contact for follow-up evaluation.
This should be approximately 100 days post-transplant.

If the recipient died prior to day 100, the Form 130, 530, 630 must be completed at the time of
death. All responses should reflect the recipient’s clinical condition at the time of death.

Form 130, 530, 630 becomes due on the 100-day anniversary date of the transplant and is
considered past due if not received within 120 days of the 100-day anniversary date.

Form Key Fields:

A. Unrelated Recipient NMDP ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’ s last name using capital |etters.

C. Recipient Local ID (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform is being completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)
G. Product Type: O Marrow O PBSC O Cord blood
(Form 130) (Form 530) (Form 630)

Check the box that corresponds to the transplant product type.
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Question 1 Date of actual contact with recipient to determine medical status for this follow-up
report:

Enter the date the recipient was evaluated to determine medical status post-transplant.

NOTE:

If thisform reportstherecipient’sdeath, the date of contact must bethe
same asthe date of death reported on the Form 190, 590, 690. If thisform
reports a subsequent stem cell infusion from an unrelated donor (original
stem cell donor or second unrelated donor) the date of contact must bethe
same asthe date of the subsequent stem cell infusion reported in question
125.

Question 2 Did recipient receive a subsequent stem cell infusion (bone marrow, mobilized
peripheral blood stem cells, cord blood) prior to day 100 after the transplant for
which thisform is being completed?

Indicate whether or not the recipient received a second (or third, etc.) stem cell
infusion prior to 100 days post-transplant. Stem cells are defined as peripheral
blood stem cells mobilized with Filgrastim (G-CSF), bone marrow, or cord blood.
The source of the stem cells may be allogeneic unrelated, allogeneic related, or
autologous.

NOTE:

If question 2 isanswered “yes,” questions 125-127 “ Subsequent Stem Cell
Infusion” must be answered.

Question 3  Did recipient die prior to day 100 after the transplant for which thisform is being
completed?

If “yes,” answers to subsequent questions should reflect the recipient’s clinical
status immediately prior to death.

If “no,” answers to subsequent questions should reflect the recipient’s clinical
status on the day of actual contact for this follow-up evaluation.

NOTE:

If therecipient died, a Form 190, 590, 690 — Death Infor mation, must be
submitted. Subsequent follow-up formswill become due until both the Form
130, 530, 630 reporting death and Form 190, 590, 690 ar e submitted and
error-free.
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Question 4  Hasrecipient received an infusion of unstimulated peripheral blood mononuclear
cells or lymphocytes from the original donor?

Answer this question “yes” if the recipient received a blood product that was not
mobilized with Filgrastim (G-CSF). Continue with question 5.

Answer this question “no” if the recipient received a Filgrastim mobilized PBSC
product. Report infusions with mobilized products in question 2. Continue with
question 7.

Question5  Datethefirst infusion was given:

Enter the date the first infusion of unstimulated peripheral blood mononuclear cells
or lymphocytes was given.

NOTE:

Thedate of first infusion must be after the stem cell infusion date reported
on the Form 120, 520, 620.

Question 6  Indication for the infusion(s) of donor cells:

Indicate the primary reason the recipient received donor mononuclear cells or
lymphocytes.

NOTE:

If response 6.2, “treatment for B cell lymphoproliferative disorder” is
checked, question 79.b, “B cell lymphoproliferative disorder” must be
answered “yes.”

Hematopoietic Reconstitution Post-Transplant

Question 7 Hasthe recipient received hematopoietic, lymphoid growth factors or cytokines
post-transplant?

See Appendix M for alist of growth factors and cytokines (biological response
modifiers) and the trade names they are manufactured under.

If "yes,” continue with question 8.

If “no,” continue with question 15.
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Question 8  Specify agents given as planned therapy to promote engraftment, per protocol:

In question 8, only report growth factors that were specified in the transplant
protocol as planned therapy to promote engraftment. If the transplant protocol did
not include planned growth factor therapy, check “no” for each agent listed.

Question 9 | Date therapy started:
Question 10
Question 12 | For each agent the recipient received, enter the date the first dose of the agent was
Question 14 | administered.

Question 11 | Specify agent:
Question 13
Report growth factors that were given as part of a blinded growth factor or
cytokinetrial.

Neutrophil Recovery

NOTE:

Engraftment asreported in this section does not distinguish between allogeneic
engraftment (blood and stem cells of donor origin) and autologous engraftment (blood and
stem cellsof host origin). If the patient has auto-engrafted, report engraftment in this
section and report results of chimerism testsin question 30.

Engraftment following a subsequent stem cell infusion should also bereported in this
section. See Appendix P for a detailed explanation of how to complete this section for
subsequent stem cell infusions.

Engraftment is defined as an absol ute neutrophil count (ANC) of = 500/mm? for three consecutive
lab values obtained on different days. Date of engraftment is the date of thefirst of three
consecutive |ab values where the ANC is = 500/mm?®. At some institutions, the lab reports display
the ANC value; however, the ANC vaue will not be displayed until there are sufficient white
blood cellsto perform a differential count. At other institutions, the lab reports do not display the
ANC and it must be calculated from the while blood cell count (WBC) and the percent of
segmented and band neutrophils (if the differential was performed on a machine, the percent
neutrophils will include both segmented and band neutrophils). If your institution’s lab reports do
not display the ANC value, use the following cal culation to determine the ANC:

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.

Page 173 of 357
Manual: Search and Follow-up Forms Instruction Manual
Document Title: Form 130, 530, 630
Document Number: M002_C0015 12/21/2001 Verified: 12/21/2001
Effective Date: 12/21/2001 Approved: 12/21/2001

Replaces: N/A Signatures on fileat NMDP



NOTE:
Calculating Absolute Neutrophil Count (ANC)

% Segmented neutrophils

+ % Band neutrophils
= % Neutrophils
X White blood cell count/mm?®

Absolute neutrophil count/mm?®

EXAMPLE:
(Percentage values are expressed as decimals)
Segmented neutrophils 45
+ Band neutrophils + .05
= Neutrophils .50
X White blood cell count X 1000/mm?
= Absolute neutrophil count 500/mm>*

* ANC 500/mm?® = 0.5 x 10%/L = 0.5 x 10%mL = 0.5 x 10%/mm?

Tracking the date of engraftment may not always be straightforward. In some cases the ANC may
fluctuate for a perlod of time before the patient fully engrafts. In other casesthe ANC may reman
above 500/mm?® for several daysimmediately post-transplant and then fall below 500/mm?®. Thisis
most commonly seenin patlentstranspl anted with adiagnosis of CML. Do not begin counti ng
ANC values of = 500/mm? towards engraftment until the ANC has dropped below 500/mm? post-
transplant and then begins to increase. Recipients who receive aless intensive or non-

myel oabl ative conditioning regimen most likely will have an ANC that remal ns at = 500/mm°
immediately post-transplant and at no time post-transplant falls below 500/mm?. If thisis the case,
no date of ANC engraftment will be reported. Since the date of engraftment may be difficult to
determine, it can be helpful to track the ANC values on aflow sheet.
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NOTE:
Some data managers may find it helpful to create a flow sheet to help track
engraftment.

Transplant Date May 6
Date WBC [ % Neutrophils ANC

May 7 | 900 0.60 540
May 8 | 850 0.59 502
May 9 | 720 0.70 504
May 10 | 300 0.45 135

May 11 15 no differential -
May 12 30 no differential -
May 13 50 no differential -

May 14 250 0.40 100

May 15 800 0.7 560 D | € Date of engraftment: ANC 2 500/mm?
May 16 1050 0.8 840

May 17 1000 0.7 700

May 18 1800 0.60 1080

May 19 2000 0.55 1100

May 20 2500 0.53 1325

May 21 2250 0.43 968

May 22 1500 0.45 675

May 23 900 0.45 405 D | € Date of ANC decline to < 500/mm3
May 24 500 0.56 280

May 25 700 0.55 385

If the ANC declines to < 500/mm? for three consecutive lab values obtained on different days after
engraftment, report the date the first ANC value of < 500/mm? was recorded as the date of decline.

Question 15

Is (was) there evidence of hematopoietic recovery following this stem cell
infusion?

Indicate whether or not there was evidence of hematopoetic recovery (engraftment)
following this stem cell infusion.

Check only one response:

1) “Yes, ANC = 500/mm? achieved and sustained for 3 consecutive lab values
obtained on different days with no subsequent decline.” If checked, continue
with question 16.

2) “Yes, ANC = 500/mm? for 3 consecutive |ab values obtained on different days
with subsequent decline in ANC to < 500/mm?for greater than 3 days.” If
checked, continue with question 17.

3) “No, ANC = 500/mm?>was not achieved and there was no evidence of recurrent
disease in the bone marrow.” If checked, continue with question 25.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.
Page 175 of 357

Manual: Search and Follow-up Forms Instruction Manual
Document Title: Form 130, 530, 630
Document Number: M002_C0015 12/21/2001 Verified: 12/21/2001

Effective Date: 12/21/2001

Replaces: N/A

Approved: 12/21/2001
Signatures on fileat NMDP



4) “No, ANC= 500/mm?was not achieved and there was documented persistent
disease in the bone marrow post-transplant.” If checked, continue with question
29.

5) “ANC never dropped below 500/mm? at any time post-stem cell infusion.” If
checked, continue with question 25.

Question 16 Date ANC = 500/mm? (first of three consecutive lab values on different days):
Enter the first date the ANC was greater than or equal to 500/mm? for three
consecutive lab values obtained on different days.

Question 17  Date ANC = 500/mm?® (first of three consecutive |ab values on different days):
Enter the first date the ANC was greater than or equal to 500/mm? for three
consecutive lab values obtained on different days.

Question 18  Date of declinein ANC to < 500/mm?for greater than 3 days (first of 3 days that
ANC declined):

Enter the first date the ANC declined to less than 500/mm? for three or more
consecutive days.
Actual CBC on the First Day of Decline
Question 19 WBC:
Enter the white blood cell count (WBC) in 10°/L.

Question 20  Neutrophils:

Enter the percent of neutrophils. Thiswill include both segmented and band
neutrophils.

Question 21 Did recipient recover and maintain ANC = 500/mm?following the decline?

To answer this question “yes,” an ANC of = 500/mm? must have been maintained
for at least three consecutive lab values obtained on different days.

If “yes,” continue with question 22.

If “no,” continue with question 25.
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Question 22  Date of ANC recovery:

Enter the first date the recipient recovered an ANC = 500/mm?for three
consecutive lab values obtained on different days.

Actual CBC on the First Day of Recovery

Question 23 WBC:
Enter the white blood cell count (WBC) in 10/L.

Question 24  Neutrophils:

Enter the percent of neutrophils. Thiswill include both segmented and band
neutrophils.

Platelet Recovery

The following questions relate to initial platelet recovery following the transplant for which this
form is being completed. All dates should reflect no transfusions in the previous seven days, and
thefirst of three consecutive laboratory values obtained on different days.

Transfusion Reporting Datesfor Platelet Counts
4
Day 1 2 3 4 5 6 7 8 9 10 11

Platelet | 10,000 | 35,000 | 30,000 | 25,000 | 10,000 | 15,000 | 19,000 23,000 | 25,000 | 40,000 | 50,000
Count

Date 1-1-97 | 1-2-97 | 1-3-97 | 1-4-97 | 1-5-97 [ 1-6-97 | 1-7-97 1-8-97 [ 1-9-97 | 1-10-97 | 1-11-97

1)
1st of 3
* Report 1-8-97 as date
platelet count = 20,000 x 10%/L
was achieved.

If the recipient did not receive any platelet transfusions after the transplant, and the platelet count
did not fall below 20,000 x 10%/L, then record the first day post-transplant that the platelet count
was > 20,000 x 10°/L.
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Question 25

Question 26

Question 27

Question 28

Question 29

Question 30

Was a platelet count of = 20,000 x 10%L achieved?
If “yes,” continue with question 26.
If “no,” continue with question 29.

If “platelet count never dropped below 20,000 x 10%L,” continue with question 27.

Date platelets = 20,000 x 10%/L:

Enter the date of the first of three consecutive lab values obtained on different days
where the platelet count was = 20,000 x 10”/L.

Was a platelet count of = 50,000 x 10%L achieved?
If “yes,” continue with question 28.

If “no” or “platelet count never dropped below 50,000 x 10%L,” continue with
question 29.

Date platelets > 50,000 x 10%/L:

Enter the date of thefirst of three consecutive lab values obtained on different days
where the platelet count was = 50,000 x 107/L.

Was the recipient transplanted on a protocol with a conditioning regimen intended
to be non-myeloabl ative?

Indicate “yes’ or “no,” and continue with question 30.

Were chimerism studies performed?
If “yes,” continue with question 31.

If “no,” continue with question 32.
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Question 31 Are chimerism lab reports attached to this form?

Indicate “yes’ or “no.” If “yes,” complete the Chimerism Studies chart on page 3
of the Form 130, 530, 630.

NOTE:

Chimerism studies are performed to deter mine the percent of blood cells
post-transplant that are produced from donor stem cells and the percent
that are produced from host (recipient) stem cells. Different types of blood
cellsand a variety of laboratory tests can be used to determineif a chimera
(presence of both donor- and host-derived cells) exists. If cytogenetic testing
was performed to look for disease markers, and the donor and recipient are
different sexes, the test may also be used to determineif a chimera exists.

If thedonor and recipient are of the same sex, cytogenetic testing cannot be
used to determineif thereisa chimera. If chimerism studies wer e attempted,
but no evaluable results were obtained, do not report the test.

Chimerism Table

Date Enter the date the test was performed.

Method From the “Valid Method Codes’ chart on page 3 of the Form 130, 530, 630,
select the code that corresponds to the test method that was used. If more than
one method was used, complete a separate line in the table for each method.

Cell Type From the“Valid Cell Types’ chart on page 3 of the Form 130, 530, 630, select

the code that corresponds to the cell type that was used to perform the test.
If more than one cell type was used, complete a separate line in the table for each
cell type.

Cytogenetics—Total

If a quantitative method was used, enter the total number of cells that were

Cells Examined examined. Quantitative tests include standard cytogenetics and fluorescent in situ
hybridization (FISH). If a non-quantitative test was used, |eave these boxes blank.
Cytogenetics — If a quantitative method was used, enter the total number of cells of donor origin

Number of Donor
Cdlls

that were detected. If a non-quantitative method was used, |eave these boxes
blank.

Molecular Studies—
Per cent Donor Cdlls,
Quantitative Method

If aquantitative method was used, enter the percent of cells of donor origin that
were detected. Calculate the percent of donor cells by dividing the number of
cells of donor origin by the total number of cells examined, and multiplying by
100. If a non-quantitative method was used, leave these boxes blank.

Molecular Studies—
Per cent Donor Cdlls,
Non-Quantitative
Method

If a non-quantitative method was used, in the box labeled “*Non-Quant.” enter a
“+" to indicate the presence of donor cellsor a“—" to indicate the absence of
donor cells. Do not mark both quantitative and non-quantitative. If there are

< 5% donor cellsthen report as“-."
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Acute Graft vs. Host-Disease (GVHD)

Questions 32-45 address the prevention and treatment of acute graft versus host disease
(GVHD).

Question 32  Was specific therapy used post-transplant to prevent acute GVHD or graft
rejection?

Indicate whether or not a specific immunosuppressive therapy was administered
post-transplant to prevent acute GVHD or to immunosuppress host marrow, and
thereby promote engraftment of donor stem cells. Most transplant centers have
specific GVHD prophylaxis protocols and graft rejection protocols. Any agents a
recipient received as aresult of these protocols should be included in this section.

If “yes,” continue with question 33.

If “no,” continue with question 34.

NOTE:

Do not includein this section the use of hematopoietic growth factors or
T cell depletion of the stem cell that was performed in the laboratory prior
toinfusing the stem cells.

Question 33  For each agent listed below, indicate whether or not it was used to prevent acute
GVHD or graft rejection:

Check “yes’ or “no” for each agent listed. Do not |eave any responses blank.

Question 34  Did acute GVHD occur?
If “yes,” continue with question 35.

If “no,” continue with question 46.

Question 35  Maximum overall grade:

Check the maximum grade of acute GVHD.
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Question 36

Question 37

Question 38

Question 39
to
Question 43

Question 39

Question 40

What was the diagnosis based on?

Indicate if the diagnosis of acute GVHD was based on “ histiologic evidence,
“clinical evidence,” or “both.”

Date of onset:

Enter the date of onset of acute GVHD.

Isacute GVHD still present at the time of this report?

Indicate “yes,” “no,” “progressed to chronic GVHD,” or “unknown.”

List the maximum severity of organ involvement:

Skin:

Check the stage that reflects the body surface areainvolved with a macul opapul ar
rash.

Use the “Percent Body Surfaces’ table below to determine the percent of body
surface areainvolved with arash.

Per cent Body Surfaces
Body Area Percent Total Percentage
Each Arm 9% 18%
Each Leg 18% 36%
Chest & Abdomen 18% 18%
Back 18% 18%
Head 9% 9%
Pubis 1% 1%
Intestinal tract:

Check the stage that reflects the volume of diarrhea. Use mL/day for adult
recipients and mL/m? body surface area (BSA)/day for pediatric recipients.
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NOTE:

Diarrheain pediatric recipientsisassessed in mL/m? rather than mL/kg
sincethe recipient’sweight may be fluctuating due to cardiac failure, renal
failure, or severediarrhea. See nomogram in Appendix Q for determining
body surface area (m?).

Question 41  Liver:
Check the stage that reflects the bilirubin level.

Question 42  Other organ involvement?

If “yes,” continue with question 43.

If “no,” continue with question 44.
Question 43  Specify site:

Check “yes’ or “no” for each site listed. Do not |eave any responses blank.
Question 44  Was specific therapy used to treat acute GVHD?

If “yes,” continue with question 45.

If “no,” continue with question 46.

Question 45  For each agent listed below indicate whether or not it was used to treat acute
GVHD:

See Appendix M for alist of trade names under which generic drugs are
manufactured.

Check “yes, continued prophylaxis’ if the agent was given for prophylaxis of acute
GVHD and the dose was continued at the same level or increased after diagnosis,
or if the drug was being tapered prior to diagnosis and then increased after
diagnosis.

Check “yes, agent started” if the drug was first administered after acute GVHD
was diagnosed.

Check “no, not used” if the agent was not administered.
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Chronic Graft vs. Host Disease (GVHD)

Questions 46 through 60 are designed to evaluate the presence and extent of clinical chronic GVHD.
Question 46  Hasrecipient developed clinical chronic GVHD?

NOTE:

Do not answer question 46 as*“yes’ if therecipient had a positive lip biopsy
or abnormal Schirmer’stest but did not have any clinical symptoms of
chronic GVHD that weretreated.

If “yes,” continue with question 47.

If “no,” continue with question 59.

Question 47  Onset of chronic GVHD was:

Indicate if the onset of chronic GVHD was “progressive (acute GVHD progressed
directly to chronic GVHD),” “interrupted (acute GVHD resolved, then recipient
developed chronic GVHD),” or “de novo (recipient never developed acute
GVHD).”

Question 48  Date of onset:
Enter the date of onset of chronic GVHD.

NOTE:

If acute GVHD progressed into chronic GVHD, and a date of onset cannot
be assigned, use day 100 as date of onset of chronic GVHD.

Question 49  Karnofsky/Lansky score at diagnosis of chronic GVHD:
Enter Karnofsky or Lansky score. Refer to page 10 of Form 130, 530, 630 for a
complete scale.

Question 50  Platelet count at diagnosis of chronic GVHD:

If the recipient did not receive any platelet transfusions within seven days prior to
the diagnosis of chronic GVHD, enter the platelet count at diagnosis of chronic
GVHD. If the recipient received a platel et transfusion within seven days of the
diagnosis, leave this question blank and write “not tested” next to the boxes.

Enter the platelet count in 10%/L.
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Question 51  Tota serum bilirubin at diagnosis of chronic GVHD:

Enter the total serum bilirubin in milligrams per deciliter (mg/dL) or micromoles
per liter (umol/L). Check the unit of measurement the value is reported in.

Question 52  Diagnosis was based on:

Indicate if the diagnosis was based on “histologic evidence” (biopsy), “clinical
evidence’ or “both.”

Question 53  Maximum grade of chronic GVHD:

Indicate the maximum grade of chronic GVHD.

NOTE:

At the present time chronic GVHD isgraded as either limited or extensive.
Indicate “limited” if the chronic GVHD only includeslocalized skin
involvement and/or liver dysfunction. Indicate “ extensive’” chronic GVHD if
the skin involvement is generalized; if thereisliver histology showing
chronic aggressive hepatitis, bridging necrosisor cirrhosis; if thereis
involvement of the eye; if thereisinvolvement of the salivary glands or oral
mucous membranes; or if thereisinvolvement of any other target organ.

Question 54  Overal severity of chronic GVHD as reported by the Transplant Center:

Indicate if the severity of chronic GVHD as determined by the Transplant Center is
“mild,” “moderate,” or “severe.”

NOTE:
This question asksfor very subjective data and will not be audited.

Question 55 Indicate if there was organ involvement with chronic GVHD from list below:

Check” yes’ or “no” for each indication of organ involvement attributable to
chronic GVHD. Do not |eave any responses blank.

Question 56 Was specific therapy used to treat chronic GVHD?
If “yes,” continue with question 57.

If “no,” continue with question 58.
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Question 57  For each agent listed below, indicate whether or not it was used to treat chronic
GVHD:

See Appendix M for alist of trade names under which generic drugs are
manufactured.

Check “yes, agent continued” if the agent was given for GVHD prophylaxis or
treatment of acute GVHD and the dose was continued at the same level or
increased after diagnosis of chronic GVHD, or if the drug was being tapered prior
to diagnosis of chronic GVHD and then increased after diagnosis.

Check “yes, agent started” if the drug was first administered after diagnosis of
chronic GVHD.

Check “no, not used” if the agent was not administered.

Question 58  Are symptoms of chronic GVHD till present?

Indicate “yes’ or “no,” and continue with question 59.

Question 59  Isrecipient still taking immunosuppressive agents (including PUVA) to treat or
prevent GVHD?

If “yes,” continue with question 61.

If “no,” continue with question 60.

Question 60 Date final treatment administered:

Enter the month and year the final dose of immunosuppressive agent was given to
treat or prevent either acute or chronic GVHD.

Organ Function

Pulmonary Function

Questions 6174 are designed to collect information on pulmonary abnormalities. Report any
pulmonary abnormalities that occurred after the start of conditioning up to the time of contact with
the recipient.
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Question 61

Question 62

Question 63

Question 64

Question 65

Question 66

Question 67

Did recipient develop interstitial pneumonitis or ARDS after the start of
conditioning to present? (Interstitial pneumonitisis characterized by hypoxia and
diffuseinterstitial infiltrates on chest X-ray not caused by fluid overload.)

Interstitial pneumonitis may be caused by an infectious agent, usually either avirus
or pneumoncystis carinii, and occasionally aspergillus. Interstitial pneumonitis may
also be idiopathic (no organism was isol ated).

If “yes,” continue with question 62.

If “no,” continue with question 67.

Date of onset:

Enter the date interstitial pneumonitis or ARDS began.

Were diagnostic tests done?
If “yes,” continue with question 64.

If “no,” continue with question 67.

Diagnosis was evaluated by:

Check “yes’ or “no” for each evaluation method listed. Do not leave any responses
blank.

Was an organism isolated?
If “yes,” continue with question 66.

If “no,” continue with question 67. “No” should be checked if the etiology is
idiopathic (no organism isolated).

Etiology:

Check “yes’ or “no” for each organism listed. Do not |eave any responses blank.

Did recipient develop bronchiolitis obliterans after the start of conditioning to
present?

If “yes,” continue with question 68.

If “no,” continue with question 71.
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Question 68

Question 69

Question 70

NOTE:

In the medical record chart bronchiolitis obliterans may be documented as
“BOOP” for Bronchiolitis Obliteranswith Organizing Pneumonia.

NOTE:

Bronchiolitis obliteransis often a manifestation of chronic GVHD. Check to
seeif therecipient haseither histological or clinical evidence of chronic
GVHD of thelung. If bronchiolitisabliteransisaresult of chronic GVHD,
thisform or a previousform must report that the recipient developed
chronic GVHD.

Date of onset:

Enter the date the recipient developed bronchiolitis obliterans.

Were diagnostic tests done?
If “yes,” continue with question 70.

If “no,” continue with question 71.

Diagnosis was evaluated by:

Check “yes’ or “no” for each evaluation method. Do not |eave any responses
blank.

Liver Function

Question 71

Did recipient develop non-infectious liver toxicity after the start of conditioning to
present (excluding GVHD)?

NOTE:

Questions 71-74 are designed to collect information on the level of liver
dysfunction that isnot related to acute or chronic GVHD (eg.,
chemotoxicity, cyclosporin toxicity, venoocculsive disease (VOD)). Liver
dysfunction secondary to causes other than GVHD may be determined by
biopsy, viral culture, or suspected by theclinical picture.
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Question 72

Question 73

Question 74

If “yes,” continue with question 72.

If “no,” continue with question 75.

Date of onset:

Enter the date of onset of liver toxicity.

Etiology:

Check “yes’ or “no” for each cause of liver toxicity listed. Do not leave any
responses blank.

Specify clinical signs and symptoms for diagnosis of liver toxicity:

Check “yes’ or “no” for each symptom listed. Do not leave any responses blank.

Other Organ |

mpair ment / Disor der

Question 75

Question 76

Question 77

Has the recipient developed any other clinically significant organ impairment or
disorder since the start of conditioning?

If “yes,” continue with question 76.

If “no,” continue with question 78.

Specify what organ impairment / disorder occurred:

Check “yes’ or “no” for each impairment or disorder listed. Do not leave any
responses blank.

If renal failure severe enough to warrant dialysis occurred, continue with question
77. Otherwise, continue with question 78.

Did the recipient receive dialysis?

Indicate if the recipient received dialysis for renal failure since the last reported
contact.

Manual: Search and Follow-up
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New Malignancy

Question 78 Did anew malignancy, lymphoproliferative or myeloproliferative disorder appear?

NOTE:

Only report new or secondary malignancies, lymphoproliferative disorders
or myeloproliferative disordersin question 78. Do not report recurrence of
therecipient’s primary disease (disease for which the transplant was
performed) in thisquestion. Report recurrent diseasein questions 98-124,
“Disease Status and Treatment Post-Transplant.”

If “yes,” continue with question 79.

If “no,” continue with question 82.

Question 79  Diagnosis:

Check “yes’ or “no” for each impairment or disorder listed. Do not leave any
responses blank.

If a B-cell lymphoproliferative disorder occurred, continue with question 80.
Otherwise, continue with question 81.

Question 80 Istherecipient EBV positive?

Indicate if the recipient previously tested positive for Epstein-Barr virus.

Question 81  Date of diagnosis:

Enter the date of diagnosis. If the recipient developed more than one secondary
disease, enter the date the first secondary disease was diagnosed.
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Survival and Functional Status

Question 82  Was recipient discharged from hospital after transplant?

NOTE:

Answer thisquestion “no” if therecipient died without ever having been
discharged from the hospital.

If “yes,” continue with question 83.

If “no” or “not applicable, high-dose therapy and stem cell infusion given as
outpatient,” continue with question 84.

Question 83  Date of first discharge from hospital after transplant:

Enter the date of the first discharge from the hospital.

Question 84  Tota number of inpatient days in first 100 days post-transplant:

Enter the total number of inpatient days. If the recipient was discharged and
readmitted during the first 100 days, the total should include days hospitalized after
being re-admitted.

Question 85 Wastherecipient alive on the day of contact?
If “yes,” continue with question 86. (Question 3 must be answered “no.”)

If “no,” continue with question 87. (Question 3 must be answered “yes.”)

Question 86  If the recipient was aive on the day of contact, complete the Karnofsky Scale for
recipients 16 years or older and the Lansky scale for recipients younger than 16.

Question 87 Wastherecipient (age = 6 and < 18 years) attending school on the day of contact?

If “yes,” continue with question 88.

If “no,
90.

unknown,” or “not applicable, recipient age > 18,” continue with question

If “not applicable, recipient age < 6,” continue with question 98.
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Question 88  Specify student attendance status:

Indicate if the recipient was attending school “part time,” “full time,” or

“ attendance status unknown.”

Question 89  Date recipient returned to school:

Enter the date the recipient resumed classes, or check the “date unknown” box.

Question 90  Was the recipient employed outside the home prior to current illness?
If “yes,” continue with question 91.
If “no,” continue with question 94.

If “unknown” or “not applicable, recipient age < 18 years,” continue with question
98.

Question 91  Hasthe recipient returned to work?

If the recipient has returned to work on a part-time or full-time basis, continue with
question 92.

If the recipient has not resumed work, continue with question 93.

If the recipient’ swork statusis “unknown,” continue with question 98.

Question 92  Date recipient returned to work:
Enter the date the recipient returned to work.

If the date the recipient returned to work is unknown, check the “date unknown”
box.

Question 93  Isrecipient able to work but not currently employed?

Indicate if the recipient is able to work, but is not currently employed outside the
home.

Question 94  Hasthe recipient resumed all usual household activities?
If “yes,” continue with question 95.

If “no” or “unknown,” continue with question 96.
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Question 95 Date recipient resumed activities:
Enter the date the recipient resumed all usual household activities.

If the date the recipient resumed all usual household activitiesis unknown, check
the “date unknown” box.

Question 96  Istherecipient currently employed outside the home?
If “yes,” continue with question 97.

If “no” or “unknown,” continue with question 98.

Question 97  Date recipient began work:

Enter the date the recipient began working outside the home on a part-time or full-
time basis.

If the date the recipient began working outside the home on a part-time or full-time
basis is unknown, check the “ date unknown” box.

Disease Status and Treatment Post-Transplant

The questions in this section are disease-specific. Only answer the questions that pertain to the
disease reported for this recipient on the Form 120, 520, 620. See Appendix R for alisting of
disease-specific inserts.

Leukemia, MDS, Other Malignancy

NOTE:

If the primary disease reported on the Form 120, 520, 620 question 8 was lymphoma,
complete Form 130, 530, 630 insert |11 — Post-Transplant I nformation for Hodgkin and
Non-Hodgkin Lymphoma, and continue with question 125 on the Form 130, 530, 630.
See Appendix R for acompletelist of diseasesthat requirean insert toreport the
recipient’s current disease status.
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Question 98

Question 99

Question 100

Question 101

Question 102

What is (was) the status of the recipient’s disease at the time of this report or at the
time of death?

NOTE:

If therecipient died prior to being evaluated for recurring disease, and an
autopsy was not performed, report the disease status as“ first complete
remission post-transplant.”

If the statusis “first complete remission post-transplant,” continue with question
125.

If the status is “therapy-induced complete remission after persistent disease or
relapse post-transplant,” “relapse,” or “persistent disease,” continue with question
99.

Date of first relapse or persistent disease:

Enter the date the first relapse occurred. If the relapse was detected only on
autopsy, enter the date of death. If there was persistent disease, report the date of
the test post-transplant that confirmed the presence of persistent disease.

Site of relapse or persistent disease:

Check “yes’ or “no” for each site listed. Do not |eave any responses blank.

Was recipient treated for post-transplant relapse or persistent disease?
If “yes,” continue with question 102.

If “no,” continue with question 125.

Specify treatments given:

Check “yes’ or “no” for each treatment listed. Do not |eave any responses blank.
Continue with question 125.
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Chronic Myelogenous L eukemia (CML) Only

Question 103

Question 104

Question 105

Question 106

Question 107

Question 108

Did CML persist or recur (include clinical and/or cytogenetic relapse) post-
transplant?

Answer “yes’ if the recipient developed an extramedullary (outside the bone
marrow), cytogenetic (Philadel phia chromosome positive or other chromosomal
abnormality) or hematologic (blood or bone marrow) relapse. Continue with
guestion 104.

If “no” or “unknown,” continue with question 111.

Date of relapse, or date of first clinical or cytogenetic evidence of disease post-
transplant:

Enter the date the extramedullary, cytogenetic, or hematologic relapse was
diagnosed.

If the date the extramedullary, cytogenetic, or hematol ogic rel apse was diagnosed
is unknown, check the “date unknown” box.

Was initial post-transplant rel apse cytogenetic only?
If “yes,” continue with question 106.

If “no,” continue with question 109.

Did hematologic evidence of CML subsequently appear?

Answer “yes” if hematologic evidence of CML appeared after initial cytogenetic
relapse. Continue with question 107.

If “no,” continue with question 111.

Date of relapse:

Enter the date of the hematologic relapse.

Phase of CML at initial hematologic rel apse:

Indicate if the disease was in “chronic,” “accelerated,” or “blast” phase at relapse.
Continue with question 111.
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Question 109 Phase of CML at relapse:

Indicate if the disease was in “chronic,” “accelerated,” or “blast” phase at relapse.
Continue with question 110.

Question 110 Site of relapse:

Indicate if the site of relapse was in the “bone marrow” or if it was
“extramedullary,” and continue with question 111.

Question 111 List all cytogenetic examinations of blood or bone marrow post-transplant:

Enter the date of the cytogenetic examination. Indicate if the source of cells used
for the cytogenetic examination was blood or bone marrow.

Enter the number of metaphases examined.
Enter the percentage of cells that were Philadel phia chromosome positive (Ph+).

Indicate if any other cytogenetic abnormalities were found.

Question 112 List al molecular (BCR / ABL) examinations of blood or bone marrow post-
transplant:

Enter the date of the molecular examination.

Indicate if the source of cells used for the molecular examination was blood or
bone marrow.

Indicate if the cells were positive for BCR / ABL.

Question 113 Was treatment for CML given post-transplant?
If “yes,” continue with question 114.

If “no” or “unknown,” continue with question 121.

Question 114 Was prophylaxis given as planned post-transplant therapy regardless of results of
cytogenetic and/or molecular tests?

If “yes,” continue with question 115.

If “no,” continue with question 118.
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Question 115

Question 116

Question 117

Question 118

Question 119

Question 120

Question 121

Question 122

Specify treatments given:

Check “yes,” “no” or “unknown” for each treatment listed. Do not leave any
responses blank.

If interferon was given as planned post-transplant therapy regardless of test results,
continue with question 116.

If interferon was not given, or if it is unknown whether interferon was given,
continue with question 118.

Date started:

Enter the date interferon was started post-transplant.

Date stopped:

Enter the date interferon was stopped post-transplant.

Was treatment given for persistent or recurrent CML?
If “yes,” continue with question 119.

If “no,” continue with question 121.

Specify treatments given:

Check “yes,” “no,” or “unknown” for each treatment listed. Do not leave any
responses blank.

Specify response:
Indicate the best response to treatment.

Date current status of CML evaluated:

Enter the date of the most recent eval uation to determine the current status of
CML.

Was there evidence of CML?
If “yes,” continue with question 123.

If “no” or “unknown,” continue with question 125.
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Question 123 Specify evidence of CML:
If “hematologic,” continue with question 124.

If “cytogenetic” or “molecular,” continue with question 125.

Question 124 Specify phase:

Indicate if CML wasin “chronic,” “accelerated,” or “blast” phase, or if the phase
of CML is“unknown.” Continue with question 125.

Subsequent Stem Cell Infusion

Complete this section if the recipient has received a subsequent stem cell infusion from marrow,
mobilized peripheral blood stem cells, or cord blood.

Follow-up on recipients receiving a subsequent stem cell infusion (bone marrow, G-CSF
stimulated peripheral blood stem cells, or cord blood) will be determined by the donor source of
the stem cells for the subsequent infusion. See Appendix Sfor alist of follow-up forms due after a
subsequent stem cell infusion.

Stem Cell Sourcefor | Reporting Requirements
Subsequent Infusion
Original Unrelated Subsequent stem cell infusions from the original donor will be

Donor Stem Cell considered a second transplant, regardless of the indication for the
Infusion infusion. A new Form 120, 520, 620 will be required, and follow-up
will continue on the time schedule determined by the second infusion.
Second Unrelated Subsequent stem cell infusions from a second unrelated donor will be
Donor Stem Cell considered a second transplant, regardless of the indication for the
Infusion infusion. A new Form 120, 520, 620 will be required, and follow-up
will continue on the time schedule determined by the second infusion.
Related Donor or Subsequent stem cell infusions from arelated donor, or from
Autologous Stem cryopreserved autologous marrow or mobilized peripheral blood stem
Cdll Infusion cells, will terminate the routine schedule for follow-up. Starting at the

point the second infusion is reported, only yearly survival datawill be
collected on Form 150, 550, 650.

Cryopreserved Subsequent stem cell infusions of cryopreserved autol ogous marrow or
Product mobilized peripheral blood stem cells from the original donor will
require follow-up based on the infusion date of theinitial product.
Non-NMDP Donor Subsequent stem cell infusions from non-NMDP donors (cooperative
registry donors) will require follow-up based on the infusion date of the
initial product.
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Question 125

Question 126

Question 127

Question 128

Date of subsequent stem cell infusion:

Enter the date of the stem cell infusion.

What was the indication for subsequent stem cell infusion?

Indicate if the subsequent infusion was due to “no engraftment,” “ partial
engraftment,” “graft failure/rgjection after achieving initial engraftment,”
“persistent malignancy,” “recurrent malignancy,” “ secondary malignancy,”
“planned second transplant, per protocol,” or “other.” If “other,” specify the reason
for the subsequent infusion.

Source of stem cells:

Indicate if the source was “autologous,” “allogeneic, unrelated,” or “allogeneic,
related.”

If the source was “allogeneic, unrelated,” specify whether the source was.
“fresh, original donor bone marrow”

“cryopreserved origina donor bone marrow”

“fresh, second donor bone marrow” from an NMDP donor”

“non-NMDP bone marrow”

“fresh, original donor mobilized peripheral blood stem cells’
“cryopreserved original donor mobilized peripheral blood stem cells”
“fresh, second donor mobilized peripheral blood stem cells’ from an NMDP donor”
“non-NMDP donor mobilized peripheral blood stem cells”

“NMDP cord blood”

“non-NDP cord blood”

The person completing the form must also sign the form, print his’her name and
provide a phone number, fax number, and e-mail address where he/she can be
reached.
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| nstructions
for
Form 130, 530, 630/140, 540, 640
Post-Transplant Insert |
Severe Combined |mmunodeficiency

NATIONAL MARROW DONOR PROGRAM"
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Form 130, 530, 630/140, 540, 640 — Post-Transplant Insert |
Severe Combined mmunodeficiency (SCIDYS)

Thisform is designed to obtain data on the recipient’s T cell, B cell, and myeloid engraftment post-
transplant.

Thisform must be completed for all recipients whose primary disease on Form 120, 520, 620
guestion 8, is SCID, Omenn syndrome, Reticular dysgenesis, Bare lymphocyte syndrome, or other
SCID. For these recipients, Form 130, 530, 630 — 100-day Follow-Up Visit of Recipient and Form
140, 540, 640 — Six Month to Two Y ear Follow-Up Visit of Recipient are not considered complete
until thisinsert is submitted to the Registry and is error free.

Form Key Fields:
A. Unrelated Recipient NMDP ID: - -
Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform is being completed:

Month Day Year

Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)

G. Visit: 0100day O 6month Olyear [O2year
Check the box that identifies the time period being reported on this form.

H. Product Type: O Marrow O PBSC O Cord blood
(Form 130/140) (Form 530/540) (Form 630/640)

Check the box that corresponds to the transplant product type.
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Status of Hematologic Engraftment

Question1  What isthe status of T-cell engraftment?

NOTE:

Statusof T cell, B cell, and myeloid engraftment refersto quantitative tests
using DNA markers. Prior tothetest, peripheral blood cells must have been
separated into T cell, B cell, or lymphoid versus myeloid cell populations. | f
RFL P analyses on unseparated cell populationsindicate only donor cells,
indicatethat T cell, B cell, and myeloid engraftment is* predominantly or
completely donor.”

Indicate if the T cell population is *predominantly or completely donor,” “only
host T-cells detected,” “mixed chimerism,” or “unknown.”

Question 2  What isthe status of B-cell engraftment?

Indicate if the B cell population is “predominantly or completely donor,
host T-cells detected,” “mixed chimerism,” or “unknown.”

only

Question 3  What isthe status of myeloid engraftment?

Indicate if the myeloid engraftment is “completely donor,” “host only,” “mixed
chimerism,” or “unknown.”

Question4  Sincethe last report, has the recipient developed an EBV associated B-cell
lymphoproliferative disorder?

Check “yes,” “no,” or “unknown.”

NOTE:

If the answer to question 4 is“yes,” then question 79b on Form 130, 530, 630
or question 77b on Form 140, 540, 640 must also be answered “yes.”

If “yes,” continue with question 5.

Question5  Date of diagnosis:

Enter the date of diagnosis.
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Form 130, 530, 630/140, 540, 640 — Post-Transplant Insert ||
Wiskott-Aldrich Syndrome (WAYS)

Thisform is designed to obtain additional data on the recipient’s platelet count and platelet size
post-transplant.

This form must be completed for all recipients whose primary disease on Form 120, 520, 620
guestion 8, is Wiskott-Aldrich syndrome. Form 130, 530, 630 — 100-day Follow-Up Visit of
Recipient and Form 140, 540, 640 — Six Month to Two Y ear Follow-Up Visit of Recipient are not
considered complete for WAS recipients until thisinsert is submitted to the Registry and is error
free.

Form Key Fields:

A. Unrelated Recipient NMDP ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month, Day . Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform isbeing completed:

Month Day Y ear

Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)

G. Vidit: 0100day O 6month Olyear [O2vyear

Check the box that identifies the time period being reported on this form.

H. Product Type: O Marrow O PBSC O Cord blood
(Form 130/140) (Form 530/540) (Form 630/640)

Check the box that corresponds to the transplant product type.
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Question1  What was the platelet count at most recent follow-up?

According to your laboratory’s criteria, indicate if the platelet count is“normal,”
“decreased,” or “unknown.”

Question 2  What was the platelet size at most recent follow-up?

According to your laboratory’s criteria, indicate if the platelet count is“normal,”
“decreased,” or “unknown.”

Question 3 Since the last report, has the recipient developed an EBV associated B-cell
lymphoproliferative disorder?

Check “yes,” “no,” or “unknown.”

NOTE:

If the answer to question 3is“yes,” then question 79b on Form 130, 530, 630
or question 77b on Form 140, 540, 640 must also be answered “yes.”

If “yes,” continue with question 4.

Question 4  Date of diagnosis:

Enter the date of diagnosis.
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Form 130, 530, 630; 140, 540, 640; and 150, 550, 650 — Insert I11
Post-Transplant Information for Hodgkin and Non-Hodgkin Lymphoma

Thisform is designed to obtain data on the recipient’ s disease status post-transplant.

This form must be completed for al recipients whose primary disease reported on Form 120, 520,
or 620 question 8, is atype of Hodgkin or non-Hodgkin lymphoma. Form 130, 530 630; 140, 540,

640; or 150, 550, 650 is not considered complete until all required disease-specific inserts have

been submitted to the Registry and are error free.

Form Key Fields:

All datareported in the key field section must be identical to the data reported in the key field
section for the corresponding Form 130, 530 630; 140, 540, 640; or 150, 550, 650.

A. Unrelated Recipient NMDP ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last name using capital |etters.

C. Recipient Local 1D (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform isbeing completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the infusion was
started.)
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G. Visit: O Form 130, 530, 630 — 100 day
O Form 140, 540, 640 — 0 6 month O 1 year O 2 year

0 Form 150, 550, 650 — year

Check the box that corresponds to the follow-up form being compl eted.

If the follow-up form being completed is the Form 140, 540 or 640, check the box that
identifies the time period being reported on this form. If the follow-up form being
completed is the Form 150, 550 or 650, write in the annual visit number in years (3 or
higher).

H. Product type: O Marrow O PBSC O Cord blood
(Form 130/140/150) (Form 530/540/550) (Form 630/640/650)

Check the box that corresponds to the transplant product type.
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Question 1

Question 2

Question 3

Question 4

Question 5

Question 6

Question 7

Question 8

Question 9

What was the recipient’ s best response to transplant not including planned
post-transplant treatment?

Indicate if the best response was “continued complete remission,
remission,” “complete remission undetermined,
response/progressive disease,” or “not evaluable.”

complete
partial remission,” “no

Was planned treatment (not for progressive disease) given post-transplant?

This question refers only to planned post-transplant treatments reported for the
recipient’s 100-day, 6 month and first annual visits.

If “yes,” continue with question 3.

If “no,” continue with question 11.

Chemotherapy

If “yes,” use the box provided to specify the chemotherapy treatment given.
Radiation

If “yes,” use the box provided to specify the site(s) where radiation was applied.
Immune therapy

If “yes,” continue with question 6.

If “no,” continue with question 9.

IL-2

Indicate whether IL-2 was given as planned immune therapy.

Linomide

Indicate whether Linomide was given as planned immune therapy.

Other immune therapy

If “yes,” use the box provided to specify the immune therapy treatment given.

Other treatment

If “yes,” use the box provided to specify any additional planned treatment given.
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Question 10  What was the recipient’ s best response to transplant including planned
post-transplant treatment?

Indicate if the best response was “continued complete remission,” “complete
remission,” *“complete remission undetermined,” “partial remission,” “no
response/progressive disease,” or “not evaluable.”

Question 11  Was a Gallium scan done post-transplant?
If “yes,” continue with question 12.

If “no,” continue with question 15.

Question 12  Date of scan:

Enter the date the Gallium scan was performed.

Question 13 Results:

Indicate whether the results of the Gallium scan were “negative,” “positive,” or
“indeterminate / equivocal.”

Question 14  Sites:

List the site(s) where the Gallium scan was performed.

Question 15  What isthe status of lymphoma at the time of last contact or at time of death?

If the status of the lymphomawas “progressive disease,” “recurrent disease,” or
“free of lymphoma after post-transplant relapse” continue with question 16.

If the status of the lymphoma was “free of lymphoma with no recurrence
post-transplant,” “free of lymphoma except for persistent scan abnormalities of
unknown significance, no recurrence post-transplant,” “persistent lymphoma
without progression ,” or “not evaluable’ continue with question 18.

Question 16  Date of recurrence/progression:

Enter the date the lymphoma recurred or progressed. If the date of recurrence or
progression has been previously reported, check the box and leave the date blank.
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Question 17  Specify site(s) of first progression:

If the sites of progression have not been previously reported, check “yes,” “no,” or
“unknown” for each nodal and extranodal site listed. Do not |eave any responses
blank.

If the sites have been previously reported, check the box and leave the rest of this
question blank.

Question 18 Date status established:
Enter the date the status of the lymphoma was established.
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Form 130, 530, 630 — I nsert V
L eukodystr ophies— 100-day Follow-up Visit of Recipient

Thisform is designed to obtain data on the recipient’ s enzyme level 100 days post-transplant.

This form must be completed for al recipients whose primary disease reported on Form 120, 520,

or 620 question 8, is atype of globoid cell, metachromatic, or adrenoleukodysrophy. Form 130,

530 or 630 is not considered complete until all required disease-specific inserts have been
submitted to the Registry and are error free.

Form Key Fields:

All datareported in the key field section must be identical to the data reported in the key field
section for the corresponding Form 130, 530 or 630.

A. Unrelated Recipient NMDP ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last name using capital |etters.

C. Recipient Local 1D (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform isbeing completed:

Month Day Year

Enter the date the transplant occurred. (Date of transplant is the date the infusion was

started.)
G. Producttypes. O Marow [ PBSC O Cord blood

(Form 130) (Form 530) (Form 630)
Check the box that corresponds to the transplant product type.
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Question 1

Questions 2
3

Question 4

For which type of leukodystrophy was the transplant performed?

Indicate the type of leukodystrophy for which the recipient was transplanted.

If “Globoid Cell Leukodystrophy,” continue with question 2.

If “Metachromatic Leukodystrophy,” continue with question 3.

If “ Adrenoleukodystrophy,” continue with question 4.

Report the enzyme activity as determined 100 days post-transplant:

Enter the result and indicate if the enzyme was measured in nanomoles per hour per

milligram protein (nmol/hr/mg protein) or in picomoles per hour per milligram
protein (pmol/hr/mg protein).

NOTE:
If the enzymeresultsarereported in unitsother than thoselisted, attach a
copy of thelab report and leave this question blank on the form. NM DP staff
will determineif thelab result can be converted to nmol/hr/mg protein or
pmol/hr/mg protein.

Enter the date the recipient’ s enzyme activity was tested.

Report the mean fasting plasma very-long-chain fatty acid (VLCFA) C26:0 as
determined 100 days post-transplant:

For recipients transplanted for adrenoleukodystrophy, enter the plasmalevel as
measured in micrograms per milliliter (ug/mL).

Enter the date that the mean fasting plasma very-long-chain-fatty acid level was
measured.
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Form 130, 530, 630 — Insert VI
M ucopolysaccharidoses — 100-day Follow-up Visit of Recipient

Thisform is designed to obtain data on the recipient’ s enzyme level 100 days post-transplant.

This form must be completed for all recipients whose primary disease reported on Form 120, 520
or 620 question 8, is a mucopolysaccharidosis or storage disease. Form 130, 530 or 630 is not
considered complete until all required disease-specific inserts have been submitted to the Registry
and are error free.

Form Key Fields:

All datareported in the key field section must be identical to the data reported in the key field
section for the corresponding Form 130, 530 or 630.

A. Unrelated Recipient NMDP ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’ s last name using capital |etters.

C. Recipient Local 1D (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform is being completed:

Month Day Year

Enter the date the transplant occurred. (Date of transplant is the date the infusion was
started.)

G. Producttypes. O Marow 0O PBSC O Cord blood
(Form 130) (Form 530) (Form 630)

Check the box that corresponds to the transplant product type.
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Question 1 Indicate the enzyme that was evaluated for activity level in the first 100 days post-
transplant. The enzyme reported on this form must correspond to the enzyme found
deficient at diagnosis.

Indicate the enzyme that was eval uated.

Question 2 Enzymelevel:

NOTE:
If the enzymeresultsarereported in unitsother than thoselisted, attach a
copy of thelab report and leave this question blank on the form. NM DP staff
will determineif thelab result can be converted to nmol/hr/mg protein or
pmol/hr/mg protein.

Report the recipient’s enzyme level and indicate whether the enzyme was reported
in nanomoles per hour per milligram protein (nmol/hr/mg protein) or in picomoles
per hour per milligram protein (pmol/hr/mg protein).

Question 3  Date of test:

Enter the date the enzyme activity level was evaluated.
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FORM 140, 540, 640
Six Month to Two Year Follow-Up Visit of Recipient

Form 140, 540, 640 is designed to obtain data on engraftment post-transplant and the acute and
chronic complications following an unrelated stem cell transplant. The answersto all questions
should reflect the clinical status of the recipient on the date of actual contact for follow-up
evaluation. These medical evaluations should be at approximately six months, one year, and two
years post-transplant.

If the recipient died after day 100, then Form 140, 540, 640 must be completed at the time of death.
All responses should reflect the recipient’s clinical condition at the time of death.

Form 140, 540, 640 becomes due on the six-month, one-year, and two-year anniversary date of the
transplant and is considered past due if not received within 90 days of the transplant anniversary date.

Form Key Fields:
A. Unrelated Recipient NMDP ID: - -
Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last name using capital |etters.

C. Recipient Local ID (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform isbeing completed:

Month Day Year
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion
was started.)

G. Vidit: O6month Olyear [O2vyear
Check the box that identifies the time period being reported on this form.

H. Product type: O Marrow O PBSC O Cord blood
(Form 140) (Form 540) (Form 640)

Check the box that corresponds to the transplant product type.
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Question 1

Question 2

Question 3

Date of actual contact with recipient to determine medical status for this follow-up
report:

Enter the date the recipient was evaluated to determine medical status post-
transplant.

NOTE:

If thisform reportstherecipient’sdeath, the date of contact must bethe
same asthe date of death reported on the Form 190, 590, 690. If thisform
reports a subsequent stem cell infusion from a second unrelated donor
(donor other than the original stem cell donor), the date of contact must be
the same asthe date of the subsequent stem cell infusion reported in
guestion 120.

Did recipient receive a subsequent stem cell infusion (bone marrow, mobilized
peripheral blood stem cells, cord blood, autologous cells) since last report?

Indicate whether or not the recipient received a second (or third, etc.) stem cell
infusion since the last report. Stem cells are defined as peripheral blood stem cells
mobilized with Filgrastim (G-CSF), bone marrow, or cord blood.

NOTE:

If question 2 isanswered “yes,” questions 120-122, “ Subsequent Stem Cell
Infusion” must be answered.

Did recipient die since last report?

If “yes,” answers to subsequent questions should reflect the recipient’s clinical
status immediately prior to death.

If “no,” answers to subsequent questions should reflect the recipient’s clinical
status on day of actual contact for this follow-up evaluation.

NOTE:

If therecipient died, a Form 190, 590, 690 — Death Infor mation must be
submitted. Subsequent follow-up formswill become due until both the Form
140, 540, 640 reporting death and Form 190, 590, 690 ar e submitted and
error free.
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Question 4  Hasrecipient received an infusion of unstimulated peripheral blood mononuclear
cells or lymphocytes from the donor since last report?

Answer this question “yes” if the recipient received a blood product from the
original donor that was not mobilized with Filgrastim (G-CSF). Continue with
guestion 5.

Answer this question “no” of the recipient received a Filgrastim mobilized PBSC
product. Report infusions with mobilized products in question 2. Continue with
question 7.

Question5  Datethefirst infusion was given:

Enter the date the first infusion of unstimulated peripheral blood mononuclear cells
or lymphocytes was given.

NOTE:

Thedate of first infusion must be after the stem cell infusion date reported
on the Form 120, 520, 620.

Question 6  Indication for the infusion(s) of donor cells:

Indicate the primary reason the recipient received donor mononuclear cells.

NOTE:

If response 6.2, “treatment for B cell lymphoproliferative disorder” is
checked, question 77Db, “ B cell lymphoproliferative disorder” must be
answered “yes.”

Hematopoietic Reconstitution Post-Transplant

Question 7 Has recipient received hematopoietic, lymphoid growth factors or cytokines since
last report?

See Appendix M for alist of growth factors and cytokines (biological response
modifiers), and the trade names under which they are manufactured.

If "yes,” continue with question 8.

If “no,” continue with question 15.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.

Page 227 of 357
Manual: Search and Follow-up Forms Instruction manual
Document Title: Form 140, 540, 640
Document Number: M002_C0020 12/21/2001 Verified: 12/21/2001
Effective Date: 12/21/2001 Approved: 12/21/2001

Replaces: N/A Signatures on fileat NMDP



Question 8  Specify agents given:

In question 8, only report growth factors that were specified in the transplant
protocol as planned therapy to promote engraftment. If the transplant protocol did
not include planned growth factor therapy, check “no” for each agent listed.

Question 9 | Code for indication of therapy (from list below):
Question 10
Question 12 | For each agent the recipient received, enter the reason the agent was administered
Question 14 | by entering the appropriate number from the Codes for Indication of Therapy list.

If the code is 7 —“ Other intervention therapy,” use the line provided to specify the
reason the agent was given.

Question 11 | Specify agent:
Question 13
Report growth factors that were given as part of a blinded growth factor or
cytokine trial.

Neutrophil Recovery

NOTE:

Engraftment asreported in this section does not distinguish between allogeneic
engraftment (blood and stem cells of donor origin) and autologous engr aftment (blood and
stem cellsof host origin). If the patient has auto-engrafted, report engraftment in this
section and report results of chimerism testsin question 29.

Engraftment following a subsequent stem cell infusion should also bereported in this
section. See Appendix P for a detailed explanation of how to complete this section for
subsequent stem cell infusions.

Engraftment is defined as an absol ute neutrophil count (ANC) of = 500/mm? for three consecutive
lab values obtained on different days. Date of engraftment is the date of the first of three
consecutive |ab values where the ANC is = 500/mm?®. At some institutions, the lab reports display
the ANC value; however, the ANC vaue will not be displayed until there are sufficient white
blood cellsto perform a differential count. At other institutions, the lab reports do not display the
ANC, and it must be calculated from the while blood cell count (WBC) and the percent of
segmented and band neutrophils (if the differential was performed on a machine, the percent
neutrophils will include both segmented and band neutrophils.) If your institution’s lab reports do
not display the ANC value, use the following cal culation to determine the ANC:
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NOTE:
Calculating Absolute Neutrophil Count (ANC)

% Segmented neutrophils

+ % Band neutrophils
= % Neutrophils
X White blood cell count/mm?®

Absolute neutrophil count/mm?®

EXAMPLE:
(Percentage values are expressed as decimals)
Segmented neutrophils 45
+ Band neutrophils + .05
= Neutrophils .50
X White blood cell count X 1000/mm?
= Absolute neutrophil count 500/mm>*

* ANC 500/mm?® = 0.5 x 10%/L = 0.5 x 10%mL = 0.5 x 10%/mm?

Tracking the date of engraftment may not always be straightforward. In some cases the ANC may
fluctuate for a perlod of time before the patient fully engrafts. In other casesthe ANC may reman
above 500/mm?® for several daysimmediately post-transplant and then fall below 500/mm?®. Thisis
most commonly seenin patlentstranspl anted with adiagnosis of CML. Do not begin counti ng
ANC values of = 500/mm? towards engraftment until the ANC has dropped below 500/mm? post-
transplant and then begins to increase. Recipients who receive aless intensive or non-

myel oabl ative conditioning regimen most likely will have an ANC that remal ns at = 500/mm°
immediately post-transplant and at no time post-transplant falls below 500/mm?. If thisis the case,
no date of ANC engraftment will be reported. Since the date of engraftment may be difficult to
determine, it can be helpful to track the ANC values on aflow sheet.
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NOTE:
Some data manager s may find it helpful to create a flow sheet to help
track engraftment.

Transplant Date May 6
Date WBC | % Neutrophils | ANC

May 7 900 0.60 540
May 8 850 0.59 502
May 9 720 0.70 504
May 10 300 0.45 135

May 11 15 no differential -
May 12 30 no differential -
May 13 50 no differential -

May 14 250 0.40 100

May 15 800 0.7 (560 D |  Dateof engraftment ANC = 500/mm?
May 16 1050 0.8 840

May 17 1000 0.7 700

May 18 1800 0.60 1080

May 19 2000 0.55 1100

May 20 2500 0.53 1325

May 21 2250 0.43 968

May 22 1500 0.45 675

May 23 900 0.45 405 D | . Date of ANC decline to < 500/mm?
May 24 500 0.56 280

May 25 700 0.55 385

If the ANC declines to < 500/mm? for three consecutive lab values obtained on different days after
engraftment, report the date the first ANC value of < 500/mm? was recorded as the date of decline.

Question 15 Did the recipient achieve an initial hematopoietic recovery (ANC = 500/mm? for
three consecutive lab values obtained on different days) since last report?

Indicate whether or not there was evidence of hematopoietic recovery
(engraftment) following the initial stem cell infusion or a subsequent stem cell
infusion. Check only one response.

Check “Yes” if an ANC = 500/mm® was achieved and sustained for three
consecutive lab values with no subsequent decline and initial engraftment post-
transplant has not been reported on a previous report. Continue with question 16.

Check “No, recipient’sinitial hematopoietic recovery was recorded on a previous
report” if the recipient engrafted and it was reported on a previous follow-up form.
Continue with question 17.
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Question 16

Question 17

Question 18

”

If “No, recipient’s ANC never dropped below 500/mm?®,” continue with question

17.

If “No, recipient has never achieved an ANC = 500/mm?for three consecutive |ab
values obtained on different days and there is no evidence of recurrent disease,”
continue with question 25.

If “No, recipient has never achieved an ANC = 500/mm?for three consecutive lab
values obtained on different days and there was documented persistent malignant
disease post-transplant,” continue with question 31.

Date ANC = 500/mm? (first of 3 consecutive lab values taken on different days):

Enter the first date the ANC was greater than or equal to 500/mm? for three
consecutive lab values obtained on different days.

Following initial hematopoietic recovery (ANC = 500/mm?for three consecutive
lab values obtained on different days) did the recipient experience a subsequent
declinein ANC to < 500/mm? for greater than three days since last report?

If “yes,” continue with question 18.

If “no,” continue with question 25.

Date of declinein ANC to < 500/mm?for greater than 3 days:

Enter the first date the ANC declined to less than 500/mm? for three consecutive
days.

Actual CBC on the First Day of Decline

Question 19

Question 20

WBC:
Enter the white blood cell count (WBC) in 10°/L.

Neutrophils:

Enter the percent of neutrophils. Thiswill include both segmented and band
neutrophils.
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Question 21 Did recipient recover and maintain ANC = 500/mm?following the decline?

To answer this question “yes,” an ANC of = 500/mm?® must have been maintained
for at least three consecutive lab values obtained on different days.

If “yes,” continue with question 22.

If “no,” continue with question 25.

Question 22  Date of ANC recovery:

Enter the first date the recipient recovered an ANC = 500/mm? for three
consecutive lab values obtained on different days.

Actual CBC on theFirst Day of Recovery

Question 23 WBC:
Enter the white blood cell count (WBC) in 10%/L.

Question 24  Neutrophils:

Enter the percent of neutrophils. Thiswill include both segmented and band
neutrophils.

Platelet Recovery

The following questions relate to initial platelet recovery. All dates should reflect no transfusions
in the previous seven days, and the first of three consecutive laboratory values obtained on
different days.

Reporting Datesfor Platelet Counts

Day 1 2 3 4 5 6 7 8 9 10 11
Platelet Count | 10,000 | 35,000 | 30,000 | 25,000 | 10,000 | 15,000 | 19,000 | 23,000 | 25,000 | 40,000 | 50,000
Date 1-1-97 | 1-2-97 | 1-3-97 | 1-4-97 | 1-597 | 1-6-97 | 1-7-97 | 1-8-97 | 1-9-97 | 1-10-97 | 1-11-97
iy )
Transfusion 1st of 3
Report 1-8-97 as date platelet count
> 20,000 x 10%L was achieved.

If the recipient did not receive any platelet transfusions after the transplant, and the platelet count
did not fall below 20,000 x 10%/L, then record the first day post-transplant that the platelet count
was > 20,000 x 10°/L.
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Question 25 Was aplatelet count of = 20,000 x 10%/L achieved?
If “yes,” continue with question 26.
If “no,” continue with question 29.

If “platelet count never dropped below 20,000 x 10%L" or “platelet count of =
20,000 x 10°/L previously reported,” continue with question 27.

Question 26 Date platelets = 20,000 x 10%/L:

Enter the date of the first of three consecutive lab values where the platel et count
was > 20,000 x 10%/L.

Question 27 Wasaplatelet count of = 50,000 x 10%/L achieved:
If “yes,” continue with question 28.

If “no,” “platelet count never dropped below 50,000 x 10%/L" or “platelet count of
> 50,000 x 10%/L previously reported,” continue with question 29.

Question 28  Date platelets = 50,000 x 10%/L:

Enter the date of the first of three consecutive lab values obtained on different days
where the platelet count was = 50,000 x 107/L.

Question 29  Were chimerism studies performed?
If “yes,” continue with question 30.

If “no,” continue with question 31.

NOTE:

Chimerism studies are performed to deter mine the percent of blood cells
post-transplant that are produced from donor stem cells and the percent
that are produced from host (recipient) stem cells. Different types of blood
cellsand a variety of laboratory tests can be used to determineif a chimera
(presence of both donor and host derived cells) exists. If cytogenetic testing
was performed to look for disease markers, and the donor and recipient are
different sexes, thetest may also be used to determineif a chimera exists.

If thedonor and recipient are of the same sex, cytogenetic testing cannot be
used to determineif thereisachimera. If chimerism studies wer e attempted,
but no evaluable results were obtained, do not report the test.
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Question 30  Are chimerism lab reports attached to this form?

Indicate “yes’ or “no.” Complete the Chimerism Studies chart on page 4 of the
Form 140, 540, 640.

Chimerism Table

Date Enter the date the test was performed.

Method From the “Valid Method Codes’ chart on page 4 of the Form 140, 540, 640,
select the code that corresponds to the test method that was used. If more than
one method was used, complete a separate line in the table for each method.

Cell Type From the“Valid Cell Types’ chart on page 4 of the Form 140, 540, 640, select
the code that corresponds to the cell type that was used to perform the test.

If more than one cell type was used, complete a separate line in the table for each
cell type.

Cytogenetics— Total | If aquantitative method was used, enter the total number of cells that were
Cells Examined examined. Quantitative tests include standard cytogenetics and fluorescent in situ
hybridization (FISH). If a non-quantitative test was used, |eave these boxes blank.

Cytogenetics — If a quantitative method was used, enter the total number of cells of donor origin
Number of Donor that were detected. If a non-quantitative method was used, |eave these boxes
Cdls blank.

Molecular Studies— | If aquantitative method was used, enter the percent of cells of donor origin that

Percent Donor Cells, | were detected. Calculate the percent of donor cells by dividing the number of
Quantitative Method | donor origin cells by the total number of cells examined, and multiplying by 100.
If a non-quantitative method was used, leave these boxes blank.

Molecular Studies— | If anon-quantitative method was used, in the box labeled “*Non-Quant.” enter a
Percent Donor Cells, | “+” toindicate the presence of donor cellsor a“—" to indicate the absence of
Non-Quantitative donor cells. Do not mark both quantitative and non-quantitative. If there are
Method < 5% donor cellsthen report as“—.”

Acute Graft vs. Host Disease (GVHD)

Questions 31 — 42 addressthe onset or flare-up and treatment of acute graft ver sus host
disease (GVHD).
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Question 31  Did acute GVHD occur for the first time (or aflare-up that was more severe) after
the 100-day post-transplant report or since previous report?

If “yes,” continue with question 32.
If “no,” continue with question 43.

If “not known,” continue with question 43.

Question 32  Maximum overall grade:

Check the maximum grade of acute GVHD.

Question 33  What was the diagnosis based on?

Indicate if the diagnosis was based on “histologic evidence” (biopsy of skin, liver,
intestine, or other organ), “clinical evidence” (non-biopsy evidence), or “both.”

Question 34  Date of onset or flare-up:

Enter the date of onset of acute GVHD. If aflare-up of acute GVHD that was more
severe than the initial episode is being reported, enter the date the flare-up was
documented. If multiple flare-ups occurred during the reporting period, enter the
date of thefirst flare-up.

Question 35 Isacute GVHD still present at time of this report?

Check “yes,” “no,” “progressed to chronic GVHD,” or “unknown.”

Question 36 List the maximum severity of organ involvement:
to
Question 38

Question 36 Skin:

Check the stage that reflects the body surface areainvolved with a macul opapul ar
rash.
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Question 37

Question 38

Question 39

Question 40

Question 41

Use the “Percent Body Surfaces’ table below to determine the percent of body
surface areainvolved with arash.

Per cent Body Surfaces
Body Area Per cent Total Percentage
Each Arm 9% 18%
Each Leg 18% 36%
Chest & Abdomen 18% 18%
Back 18% 18%
Head 9% 9%
Pubis 1% 1%
Intestinal tract:

Check the stage that reflects the volume of diarrhea. Use mL/day for adult
recipients and mL/m? body surface area (BSA)/day for pediatric recipients.

NOTE:

Diarrheain pediatric recipientsisassessed in mL/m? rather than mL/kg,
sincethe recipient’sweight may be fluctuating due to cardiac failure, renal
failure or severediarrhea. See nomogram in Appendix Q for determining
body surface area (m?.)

Liver:

Check the stage that reflects the bilirubin level.

Other organ involvement?

If “yes,” continue with question 40.

If “no,” continue with question 41.

Specify site:

Indicate “yes’ or “no” for each site listed. Do not leave any responses blank.
Was specific therapy used to treat acute GVHD?

If “yes,” continue with question 42.

If “no,” continue with question 43.
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Question 42  For each agent listed below indicate whether or not it was used to treat AGVHD:

See Appendix M for alist of trade names under which generic drugs are
manufactured.

Check “yes, continued prophylaxis’ if the agent was given for prophylaxis of acute
GVHD and the dose was continued at the same level or increased after diagnosis,
or if the drug was being tapered prior to diagnosis and then increased after
diagnosis.

Check “yes, agent started” if the drug was first administered post-stem cell
transplant.

Check “no, not used” if the agent was not administered.

Chronic Graft vs. Host Disease (GVHD)

Questions 43 through 58 are designed to evaluate the presence and extent of chronic GVHD.

Question 43  Did the recipient have chronic GVHD at the time of the last report?

NOTE:

The answer to question 43 on Form 140, 540, 640 must correspond to
guestion 58 on the Form 130, 530, 630 or question 56 on the Form 140, 540,
640 (the form submitted just prior to thiscurrent report).

If “yes” or “no,” continue with question 44.

If “no symptoms, but receiving treatment,” continue with question 54.

Question 44  Hasthe recipient developed clinical chronic GVHD since the last report?

NOTE:

Do not answer question 44 as*“yes’ if therecipient had a positive lip biopsy
or abnormal Schirmer’stest but did not have any clinical symptoms of
chronic GVHD that weretreated.

If “yes,” continue with question 45.

If “no,” continue with question 57.
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Question 45

Question 46

Question 47

Question 48

Question 49

Question 50

Onset of chronic GVHD was:

Indicate if the onset of chronic GVHD was “progressive (acute GVHD progressed
directly to chronic GVHD),” “interrupted (acute GVHD resolved, then recipient
developed chronic GVHD),” or “de novo (recipient never developed acute
GVHD).”

Date of onset:

Enter the date of onset of chronic GVHD.

Karnofsky/Lansky score at diagnosis of chronic GVHD:

Enter Karnofsky or Lansky score. Refer to page 10 of Form 140, 540, 640 for a
complete scale.

Platelet count at diagnosis of chronic GVHD:

If the recipient did not receive any platelet transfusions within seven days prior to
the diagnosis of chronic GVHD, enter the platelet count at diagnosis of chronic
GVHD. If the recipient received a platel et transfusion within seven days of the
diagnosis, leave this question blank and write “not tested” next to the boxes.

Enter the platelet count in 10%/L.

Total serum bilirubin at diagnosis of chronic GVHD:

Enter the total serum bilirubin in milligrams per deciliter (mg/dL) or micromoles
per liter (umol/L.) Check the unit of measurement the value is reported in.

Diagnosis was based on:

Indicate if the diagnosis was based on “histologic evidence” (biopsy), “clinical
evidence,” or “both.”
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Question 51

Question 52

Question 53

Question 54

Overall severity of chronic GVHD as reported by the Transplant Center:

Indicate if the severity of chronic GVHD as defined by the Transplant Center is
“mild,” “moderate,” or “severe.”

NOTE:
This question asksfor very subjective data and will not be audited.

Maximum grade of chronic GVHD:

Indicate the maximum grade of chronic GVHD.

NOTE:

At the present time chronic GVHD isgraded as either limited or extensive.
Indicate “limited” if the chronic GVHD only includeslocalized skin
involvement and/or liver dysfunction. Indicate “ extensive’” chronic GVHD if
the skin involvement is generalized; if thereisliver histology showing
chronic aggressive hepatitis, bridging necrosisor cirrhosis; if thereis
involvement of the eye; if thereisinvolvement of the salivary glands or oral
mucous membranes; or if thereisinvolvement of any other target organ.

Indicate if there was organ involvement with chronic GVHD from list below:

Check” yes’ or “no” for each indication of organ involvement attributable to
chronic GVHD. Do not |eave any responses blank.

Was specific therapy used to treat chronic GVHD?
If “yes,” continue with question 55.

If “no,” continue with question 56.
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Question 55  For each agent listed below, indicate whether or not it was used to treat chronic
GVHD:

See Appendix M for alist of trade names under which generic drugs are
manufactured.

Check “yes, agent continued” if the agent was given for prophylaxis of chronic
GVHD or treatment of acute GVHD and the dose was continued at the same level
or increased after diagnosis, or if the drug was being tapered prior to diagnosis and
then increased after diagnosis.

Check “yes, agent started” if the drug was first administered post-stem cell
transplant for treatment of chronic GVHD.

Check “no, not used” if the agent was not administered.

Question 56 Are symptoms of chronic GVHD till present?

Indicate “yes’ or “no,” and continue with question 57.

Question 57  Isrecipient still taking immunosuppressive agents (including PUVA) to treat or
prevent GVHD?

If “yes,” continue with question 59.

If “no,” continue with question 58.

Question 58  Date final treatment administered:

Enter the month and year the final dose of immunosuppressive agent was given to
treat or prevent either acute or chronic GVHD.

Organ Function

Pulmonary Function

Questions 5968 are designed to collect information on pulmonary abnormalities. Report any
pulmonary abnormalities that occurred after the start of conditioning up to the time of contact with
the recipient.
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Question 59

Question 60

Question 61

Question 62

Question 63

Question 64

Has recipient developed interstitial pneumonitis since last report? (Interstitial
pneumonitisis characterized by hypoxia and diffuse interstitial infiltrates on chest
X-ray not caused by fluid overload.)

Interstitial pneumonitis may be caused by an infectious agent, usually either avirus
or pneumoncystis carinii, and occasionally aspergillus. Interstitial pneumonitis may
also be idiopathic (no organism was isol ated).

If “yes,” continue with question 60.

If “no,” continue with question 65.

Date of onset:

Enter the date interstitial pneumonitis began.

Were diagnostic tests done?
If “yes,” continue with question 62.

If “no,” continue with question 65.

Diagnosis was evaluated by:

Check “yes’ or “no” for each evaluation method listed. Do not leave any responses
blank.

Was an organism isolated?
If “yes,” continue with question 64.

If “no,” continue with question 65. “No” should be checked if the etiology is
idiopathic (no organism isolated).

Etiology:

Check “yes’ or “no” for each organism listed. Do not |eave any responses blank.
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Question 65

Question 66

Question 67

Question 68

Did recipient develop bronchiolitis obliterans since last report?
If “yes,” continue with question 66.

If “no,” continue with question 69.

NOTE:

Bronchiolitis obliteransis often a manifestation of chronic GVHD. Check to
seeif therecipient haseither histological or clinical evidence of chronic
GVHD of thelung. If bronchiolitisobliteransisaresult of chronic GVHD,
thisform or a previousform must report that therecipient developed
chronic GVHD. In the medical record chart thismay appear as*“BOOP” for
Bronchialitis Obliterans with Organizing Pneumonia.

Date of onset:

Enter the date the recipient developed bronchiolitis obliterans.

Were diagnostic tests done?
If “yes,” continue with question 68.

If “no,” continue with question 69.

Diagnosis was evaluated by:

Check “yes’ or “no” for each evaluation method. Do not leave any responses
blank.

Reproductive Function

Question 69

Since the last report, has the recipient:
If the recipient has “become pregnant,” continue with question 70.
If the recipient has “fathered a child,” continue with question 71.

If the question is“not applicable” or if the recipient’ s reproductive statusis
“unknown,” continue with question 72.
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Question 70

Question 71

Specify birth status:

Check if the status of the recipient’s pregnancy is “live birth,” “birth pending,” or
“miscarriage.”

Specify:

Check if the recipient fathered a child “using cryopreserved sperm” or “fathered a
child naturally.”

Other Organ Impairment / Disorder

Question 72

Question 73

Question 74

Question 75

Since the last reported contact, has the recipient developed any other clinically
significant organ impairment or disorder?

If “yes,” continue with question 73.

If “no,” continue with question 76.

Specify what organ impairment / disorder occurred:

Check “yes’ or “no” for each impairment or disorder listed. Do not leave any
responses blank.

If renal failure severe enough to warrant dialysis occurred, continue with question
74. Otherwise, continue with question 76.

If gonadal dysfunction occurred, continue with question 75. Otherwise, continue
with question 76.

Did the recipient receive dialysis?

Indicate if the recipient received dialysis for renal failure since the last reported
contact.

Specify:

Check “yes’ or “no” for each gonadal dysfunction listed. Do not leave any
responses blank.
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New Malignancy

Question 76

Question 77

Question 78

Question 79

Did anew malignancy, lymphoproliferative or myeloproliferative disorder appear
since the last report?

NOTE:

Only report new or secondary malignancies, lymphoproliferative disorders
or myeloproliferative disordersin question 76. Do not report recurrence of
therecipient’s primary disease (disease for which the transplant was
performed) in thisquestion. Report recurrent diseasein questions 93-119,
“Disease Status and Treatment Post-Transplant.”

If “yes,” continue with question 77.
If “no,” continue with question 80.
Diagnosis:

Check “yes’ or “no” for each impairment or disorder listed. Do not leave any
responses blank.

If a B-cell lymphoproliferative disorder occurred, continue with question 78.
Otherwise, continue with question 79.

Istherecipient EBV positive?

Indicate if the recipient previously tested positive for Epstein-Barr virus.

Date of diagnosis:

Enter the date of diagnosis. If the recipient developed more than one secondary
disease, enter the date the first secondary disease was diagnosed.
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Survival and Functional Status

Question 80 Wastherecipient alive on the day of contact?
If “yes,” continue with question 81. (Question 3 must be answered “no.”)

If “no,” continue with question 82. (Question 3 must be answered “yes.”)

Question 81  If the recipient was alive on the day of contact, complete the Karnofsky Scale for
recipients 16 years or older and the Lansky scale for recipients younger than 16.

Question 82 Wastherecipient (age= 6 and < 18 years) attending school on the day of contact?
If “yes,” continue with question 83.

If “no,” “unknown,” or *“not applicable, recipient age > 18,” continue with question
85.

If “not applicable, recipient age < 6,” continue with question 93.

Question 83  Specify student attendance status:

Indicate if the recipient was attending school on the date of contact “ part time,”
“full time,” or “attendance status unknown.”

Question 84  Date recipient returned to school:

Enter the date the recipient resumed classes, or check the “ date unknown” box.

Question 85  Was the recipient employed outside the home prior to current illness?
If “yes,” continue with question 86.
If “no,” continue with question 89.

If “unknown” or “not applicable, recipient age < 18 years,” continue with question
93.
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Question 86  Hasthe recipient returned to work?

If the recipient has returned to work on a part-time or full-time basis, continue with
guestion 87.

If the recipient has not resumed work, continue with question 88.

If the recipient’ swork statusis “unknown,” continue with question 93.

Question 87  Date recipient returned to work:

Enter the date the recipient resumed work, or check the “date unknown” box.

Question 88  Isrecipient able to work but not currently employed?

Indicate if the recipient is able to work, but is not currently employed outside the
home.

Question 89 Hasthe recipient resumed all usual household activities?
If “yes,” continue with question 90.

If “no” or “unknown,” continue with question 93.

Question 90  Date recipient resumed activities:

Enter the date the recipient resumed all usual household activities, or check the
“date unknown” box.

Question 91  Istherecipient currently employed outside the home?
If “yes,” continue with question 92.

If “no” or “unknown,” continue with question 93.

Question 92  Date recipient began work:

Enter the date the recipient began working outside the home on a part-time or full-
time basis, or check the * date unknown” box.
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Disease Status and Treatment Post-Transplant

The questions in this section are disease-specific. Only answer the questions that pertain to the
disease reported for this recipient on the Form 120, 520, 620.

Leukemia, MDS, Other Malignancy

NOTE:

If the primary disease reported on the Form 120, 520, 620 question 8 was lymphoma,
complete Form 140, 540, 640 insert |11 — Post-Transplant I nformation for Hodgkin and
Non-Hodgkin Lymphoma, and continue with question 120 on the Form 140, 540, 640.
See Appendix R for acompletelist of diseasesthat requirean insert toreport the
recipient’s current disease status.

Question 93  What is (was) the status of the recipient’ s disease at the time of this report or at the
time of death?

NOTE:

If therecipient died prior to being evaluated for recurring disease, and an
autopsy was not performed, report the disease status as“ first complete
remission post-transplant.”

If the statusis “first complete remission post-transplant,” continue with question
120.

If the status is “therapy-induced complete remission after persistent disease or
relapse post-transplant,” “relapse,” or “persistent disease,” continue with question
4.

Question 94  Date of first relapse or persistent disease:

Enter the date the first relapse occurred. If the relapse was detected only on
autopsy, enter the date of death. If there was persistent disease, report the date of
the test post-transplant that confirmed the presence of persistent disease.
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Question 95

Question 96

Question 97

Site of relapse or persistent disease:

Check “yes’ or “no” for each site listed. Do not |eave any responses blank.

Was recipient treated for post-transplant relapse or persistent disease?
If “yes,” continue with question 97.

If “no,” continue with question 120.

Specify treatments given:

Check “yes’ or “no” for each treatment listed. Do not |eave any responses blank.
Continue with question 120.

Chronic Myelogenous L eukemia (CML) Only

Question 98

Question 99

Question 100

Did CML persist or recur (including clinical and/or cytogenetic relapse) since last
report?

Answer “yes’ if the recipient developed an extramedullary (outside the bone
marrow), cytogenetic (Philadel phia chromosome positive or other chromosomal
abnormality) or hematologic (blood or bone marrow) relapse. Continue with
guestion 99.

If “no” or “unknown,” continue with question 106.

Date of relapse, or date of first clinical or cytogenetic evidence of disease post-
transplant:

Enter the date the extramedullary, cytogenetic, or hematologic relapse was
diagnosed, or check the “ date unknown” box.

Was initial post-transplant rel apse cytogenetic only?
If “yes,” continue with question 101.

If “no,” continue with question 104.
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Question 101 Did hematologic evidence of CML subsequently appear?

Answer “yes” if hematologic evidence of CML appeared after initial cytogenetic
relapse. Continue with question 102.

If “no,” continue with question 106.

Question 102 Date of hematologic relapse:

Enter the date of the hematologic relapse.

Question 103 Phase of CML at initial hematol ogic relapse:

Indicate if the disease was in “chronic,” “accelerated,” or “blast” phase at relapse.
Continue with question 106.

Question 104 Phase of CML at relapse:

Indicate if the disease was in “chronic,” “accelerated,” or “blast” phase at relapse.

Question 105 Site of relapse:

Indicate if the site of relapse was in the “bone marrow” or if it was
“extramedullary,” and continue with question 106.

Question 106 List al cytogenetic examinations of blood or bone marrow performed since the last
reporting period:

Enter the date of the cytogenetic examination. Indicate if the source of cells used
for the cytogenetic examination was blood or bone marrow.

Enter the number of metaphases examined.
Enter the percentage of cells that were Philadel phia chromosome positive (Ph+).

Indicate if any other cytogenetic abnormalities were found.

Question 107 List al molecular (BCR / ABL) examinations of blood or bone marrow performed
since the last reporting period:

Enter the date of the molecular examination.

Indicate if the source of cells used for the molecular examination was blood or
bone marrow.

Indicate if the cells were positive for BCR / ABL.
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Question 108

Question 109

Question 110

Question 111

Question 112

Question 113

Question 114

Question 115

Was treatment for CML given post-transplant?
If “yes,” continue with question 109.

If “no” or “unknown,” continue with question 116.

Was prophylaxis given as planned post-transplant therapy regardless of results of
cytogenetic and/or molecular tests?

If “yes,” continue with question 110.

If “no,” continue with question 113.

Specify treatments given:

Check “yes,” “no” or “unknown” for each treatment listed. Do not leave any
responses blank.

If interferon was given as planned post-transplant therapy regardless of test results,
continue with question 111.

Date started:

Enter the date interferon was started post-transplant.

Date stopped:

Enter the date interferon was stopped post-transplant.

Was treatment given for persistent or recurrent CML?
If “yes,” continue with question 114.

If “no,” continue with question 116.

Specify treatments given:

Check “yes,” “no,” or “unknown” for each treatment listed. Do not leave any
responses blank.

Specify response:
Indicate the best response to treatment of the persistent or recurrent CML.
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Question 116 Date current status of CML evaluated:

Enter the date of the most recent evaluation to determine the current status of
CML.

Question 117 Wasthere evidence of CML?
If “yes,” continue with question 118.

If “no” or “unknown,” continue with question 120.

Question 118 Specify evidence of CML.:
If “hematologic,” continue with question 119.

If “cytogenetic” or “molecular,” continue with question 120.

Question 119 Specify phase:

Indicate if CML wasin “chronic,” “accelerated,” or “blast” phase, or if the phase
of CML is*“unknown.”

Subsequent Stem Cell Infusion

Complete this section if the recipient has received a subsequent stem cell infusion from marrow,
mobilized peripheral blood stem cells, or cord blood.

Follow-up on recipients receiving a subsequent stem cell infusion (bone marrow, G-CSF
stimulated peripheral blood stem cells, or cord blood) will be determined by the donor source of
the stem cells for the subsequent infusion. See Appendix Sfor alist of follow-up forms due after a
subsequent stem cell infusion.

Stem Cell Sourcefor | Reporting Requirements
Subsequent Infusion
Origina Unrelated Subsequent stem cell infusions from the original donor will be

Donor Stem Cell considered a second transplant, regardless of the indication for the
Infusion infusion. A new Form 120, 520, 620 will be required, and follow-up
will continue on the time schedule determined by the second infusion.
Second Unrelated Subsequent stem cell infusions from a second unrelated donor will be
Donor Stem Cell considered a second transplant, regardless of the indication for the
Infusion infusion. A new Form 120, 520, 620 will be required, and follow-up

will continue on the time schedule determined by the second infusion.
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Stem Cell Sourcefor | Reporting Requirements
Subsequent Infusion

Related Donor or Subsequent stem cell infusions from arelated donor, or from
Autologous Stem cryopreserved autologous marrow or mobilized peripheral blood stem
Cdll Infusion cells, will terminate the routine schedule for follow-up. Starting at the

point the second infusion is reported, only yearly survival datawill be
collected on Form 150, 550, 650.

Cryopreserved

Product

Subsequent stem cell infusions of cryopreserved autol ogous marrow or
mobilized peripheral blood stem cells from the original donor will
require follow-up based on the infusion date of theinitial product.

Non-NMDP Donor Subsequent stem cell infusions from non-NMDP donors (cooperative

registry donors) will require follow-up based on the infusion date of the
initial product.

Question 120

Question 121

Question 122

Date of subsequent stem cell infusion:

Enter the date of the stem cell infusion.

What was the indication for subsequent stem cell infusion?

Indicate if the subsequent infusion was due to “no engraftment,” “ partial
engraftment,” “graft failure/regjection after achieving initial engraftment,”
“persistent malignancy,” “recurrent malignancy,” “ secondary malignancy,”
“planned second transplant, per protocol,” or “other.” If “other,” specify the reason
for the subsequent infusion.

Source of stem cells:

Indicate if the source was “autologous,” “allogeneic, unrelated,” or “allogeneic,
related.”

If the source was “allogeneic, unrelated,” specify whether the source was.
“fresh, original donor bone marrow”

“cryopreserved origina donor bone marrow”

“fresh, second donor bone marrow” from an NMDP donor”

“non-NMDP bone marrow”

“fresh, original donor mobilized peripheral blood stem cells’
“cryopreserved original donor mobilized peripheral blood stem cells’
“fresh, second donor mobilized peripheral blood stem cells’ from an NMDP donor”
“non-NMDP donor mobilized peripheral blood stem cells”

“NMDP cord blood”

“non-NDP cord blood”
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Question 123 The person completing the form must aso sign the form, print his’/her name and

provide a phone number, fax number, and e-mail address where he/she can be
reached.
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Instructions for
Form 140, 540, 640 and 150, 550, 650 — Insert V
L eukodystrophies
Annual Follow-up Visit of Recipient
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Form 140, 540, 640 and 150, 550, 650 — Insert V
L eukodystrophies— Annual Follow-up Visit of Recipient

Thisform is designed to obtain data on the recipient’ s disease status post-transplant.
This form must be completed for al recipients whose primary disease reported on Form 120, 520
or 620 question 8, is globoid cell, metachromatic, or adrenoleukodystrophy. The follow-up Forms

140, 540 or 640 and 150, 550, or 650 are not considered complete until all required disease-
specific inserts have been submitted to the Registry and are error free.

Form Key Fields:

All datareported in the key field section must be identical to the data reported in the key field
section for the corresponding Form 140, 540 or 640 or Form 150, 540 or 650.

A. Unrelated Recipient NMDP ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’ s last name using capital |etters.

C. Recipient Local 1D (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform
is being completed: Month

Day Y ear

Enter the date the transplant occurred. (Date of transplant is the date the infusion was
started.)
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G. Vidit: Form 140, 540, 640 — O 1 year O 2 year

Form 150, 550, 650 — year

If the follow-up form being completed is the Form 140, 540 or 640, check the box that
identifies the time period being reported on this form. If the follow-up form being
completed is the Form 150, 550 or 650, write in the annual visit number in years (3 or
higher).

H. Product type: O Marrow O PBSC O Cord blood
(Form 140/150) (Form 540/550) (Form 640/650)

Check the box that corresponds to the transplant product type.
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Question 1 For which type of leukodystrophy was the transplant performed?
Indicate the type of leukodystrophy the recipient was transplanted for.
If “Globoid Cell Leukodystrophy,” continue with question 2.
If “Metachromatic Leukodystrophy,” continue with question 3.

If “Adrenoleukodystrophy,” continue with question 4.

Questions2 Report the enzyme activity as determined at the most recent follow-up evaluation:
3
Enter the result and indicate if the enzyme was measured in nanomoles per hour per
milligram protein (nmol/hr/mg protein) or in picomoles per hour per milligram
protein (pmol/hr/mg protein).

NOTE:
If the enzymeresultsarereported in unitsother than thoselisted, attach a
copy of thelab report and leave this question blank on the form. NM DP staff
will determineif thelab result can be converted to nmol/hr/mg protein or
pmol/hr/mg protein.

Enter the date the recipient’ s enzyme activity was tested.

Question 4  Report the mean fasting plasma very-long-chain fatty acid (VLCFA) C26:0 as
determined at the most recent follow-up evaluation:

For recipients transplanted for adrenoleukodystrophy, enter the plasmalevel as
measured in micrograms per milliliter (ug/mL).

Enter the date that the mean fasting plasma very-long-chain-fatty acid level was
measured.

Clinical Status Post-Transplant

Question 5  Isthere ahistory of post-transplant seizures attributed to the underlying disease
since the last report?

Check “yes’ or “no” to indicate whether at any time since the last report the
recipient has had seizures.
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Question 6

Question 7

Question 8

Question 9

Question 10

Question 11

Was cerebrospina fluid (CSF) testing done since the last report?
If “yes” continue with questions 7 and 8.

If “no” or “unknown” continue with question 9.

Report results of most recent tests:

For each test listed, indicate whether the test was performed.

a. If opening pressure testing was performed, report the result in centimeters water
(cm H0).

b. If total protein testing was performed, record the results and indicate whether
the protein was measured in milligrams per deciliter (mg/dL) or in grams per
liter (g/L).

c. If serum albumin testing was performed, record the results and indicate whether
it was measured in milligrams per deciliter (mg/dL) or in grams per liter (g/L).

d. If serum IgG testing was performed, record the results and indicate whether it
was measured in milligrams per deciliter (mg/dL) or in grams per liter (g/L).

Date of most recent test:

Enter the date of the most recent cerebrospinal fluid test performed post-transplant.

Was Magnetic Resonance Imaging (MRI) done since the last report?
If either “normal” or “abnormal” continue with question 10.

If “unknown” or “not done” continue with question 11.

Date of most recent report:

NOTE:
If possible, please attach a copy of the MRI report.

Enter the date of the most recent MRI performed post-transplant.

Magnetic Resonance Spectroscopy results since the last report:
If either “normal” or “abnormal” continue with question 12.

If “unknown” or “not done” continue with question 13.
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Question 12 Date of most recent test:

NOTE:
If possible, please attach a copy of the M agnetic Resonance Spectr oscopy
report.

Enter the date of the most recent Magnetic Resonance Spectroscopy performed
post-transplant.

Question 13 Were nerve conduction velocities tested since the last report?

If “yes,” continue with questions 14 and 15.

If “no” or “unknown” continue with question 16.

Question 14  Specify nerve conduction velocities:

Enter the result of the median nerve and peroneal nerve velocities in milliseconds
(m/sec).

Question 15 Date of most recent test:

Enter the date of the most recent nerve conduction velocity test performed post-
transplant.

Question 16 Was a Mental Development test done since the last report?
If “yes,” continue with questions 17 through 21.

If “no” or “unknown” continue with question 22.

Question 17 Indicate test instrument; report results of most recent test; report score, not
percentile:

Indicate which test instrument was used.

Question 18 Date of most recent test:

Enter the date of the test done since the last report.
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Question 19

Question 20

Question 21

Question 22

Question 23

Question 24

Question 25

Full scale score:

NOTE:
Depending on the test given, the full scale score may bereferred toasa
composite or standard score.

Enter the full scale score. Do not report as a percentile.

Verbal score:

NOTE:
Depending on the test given, the verbal score may bereferred to asa verbal
reasoning or verbal 1.Q. score.

Enter the verbal score. Do not report as a percentile.

Performance score:

NOTE:
Depending on the test given, the performance score may bereferred to asthe
motor score.

Enter the performance score. Do not report as a percentile.

Were the Vineland Adaptive Behavior Scales done since the last report?
If “yes,” continue with questions 23 and 24.

If “no” or “unknown” continue with question 25.

Score results:

Report the score results for communication skills, daily living skills, and
socidization skills.

Date of most recent test:

Enter the date of the test done since either the transplant or the last report.

Was visua acuity tested since the last report?
If “yes,” continue with question 26.

If “no” or “unknown” continue with question 29.
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Question 26

Question 27

Question 28

Question 29

Question 30

Question 31

Question 32

Is patient blind?
If “yes,” continue with question 29.

If “no,” continue with questions 27 and 28.

Visual acuity:

Record the recipient’ s visual acuity for both the right and left eyes.

Date of most recent test:

Enter the date of the most recent visual acuity test done since either the transplant or
the last report.

Was an audiologic evaluation (auditory brain stem or conditioned response) done
since the last report?

If “yes,” continue with question 30.

If “no” or “unknown” continue with question 31.

Tympanometry results:

Check the box that corresponds to the test results for the right ear and the left ear.

Was the hearing loss (HL) in decibels (dB) assessed at the speech threshold for 500
hertz (HZ) since the last report?

If “yes,” continue with question 32.

If “no” or “unknown” continue with question 33.

Speech Threshold results at 500 HZ:

NOTE:
See the Degree of Hearing L oss chart for scale ranges.

Check the box that corresponds to the test results for the right ear and the left ear.
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Question 33 Wasthe hearing loss (HL) in decibels (dB) assessed at the speech threshold for
2000 hertz (HZ) since the last report?

If “yes,” continue with question 34.

If “no” or “unknown” continue with question 35.

Question 34 Speech Threshold results at 2000 HZ:

NOTE:
See the Degree of Hearing L oss chart for scale ranges.

Check the box that corresponds to the assessment at the speech threshold for the
right ear and the left ear.

Question 35 Hasthere been a change in the neurologic status since the last report? (Clinical
status, not neuro-psych status.)

These questionsrefer to the clinical I\rlfe?u-l;ltz)lzogic status, not the neuro-psych
status.
If “yes,” continue with question 36.
Question 36 Statusis:
NOTE:

Toreport improvement, thereport must specifically state improved
neurological status, not just statusimproved. Attach documentation of
neurological status (e.g., physical examination, neurological examination, etc).

Check the box that corresponds to the recipient’s current neurologic status.
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Form 140, 540, 640 and 150, 550, 650 — Insert VI
Mucopolysaccharidoses— Annual Follow-up Visit of Recipient

Thisform is designed to obtain data on the recipient’ s neurological, visual, and auditory status just
prior to conditioning for transplant.

This form must be completed for all recipients whose primary disease reported on Form 120, 520
or 620 question 8, is a mucopolysaccharidosis or storage disease. The follow-up Forms 140, 540 or
640 and 150, 550, or 650 are not considered complete until al required disease-specific inserts
have been submitted to the Registry and are error free.

Form Key Fields:

All datareported in the key field section must be identical to the data reported in the key field
section for the corresponding Form 140, 540, or 640 or Form 150, 550, or 650.

A. Unrelated Recipient NMDP ID: - -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’ s last name using capital |etters.

C. Recipient Local 1D (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Dateof Transplant for which thisform
is being completed: Month

Day Y ear

Enter the date the transplant occurred. (Date of transplant is the date the infusion was
started.)
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G. Vidit: Form 140, 540, 640 — O 1 year O 2 year

Form 150, 550, 650 — year

If the follow-up form being completed is the Form 140, 540 or 640, check the box that
identifies the time period being reported on this form. If the follow-up form being
completed is the Form 150, 550 or 650, write in the annual visit number in years (3 or
higher).

H. Product type: O Marrow O PBSC O Cord blood
(Form 140/150) (Form 540/550) (Form 640/650)

Check the box that corresponds to the transplant product type.
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Question 1 Indicate the enzyme that was evaluated for activity level since the last follow-up.
The enzyme reported on this form must correspond to the enzyme found deficient at
diagnosis.

Indicate the enzyme that was evaluated since the last follow-up.

Question 2 Record the enzyme levels:

NOTE:
If the enzymeresultsarereported in unitsother than thoselisted, attach a
copy of thelab report and leave this question blank on the form. NM DP staff
will determineif thelab result can be converted to nmol/hr/mg protein or
pmol/hr/mg protein.

Report the recipient’s enzyme levels and indicate whether the enzyme was
measured in nanomoles per hour per milligram protein (nmol/hr/mg protein) or in
picomoles per hour per milligram protein (pmol/hr/mg protein).

Question 3  Was treatment given for the disease since the last report?
If “yes” continue with question 4.
If “no” or “unknown” continue with question 5.
Question 4 Specify:

For each treatment listed, indicate whether or not it was given. Do not leave and
responses blank.

Clinical Status Post-Transplant

Question5  Was cerebrospinal fluid (CSF) testing done since the last report?
If “yes” continue with questions 6 and 7.

If “no” or “unknown” continue with question 8.
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Question 6

Question 7

Question 8

Question 9

Question 10

Report results of most recent tests:

For each test listed, indicate whether the test was performed.

a. If opening pressure testing was performed, report the result in centimeters water
(cm H0).

b. If total protein testing was performed, record the results and indicate whether
the protein was measured in milligrams per deciliter (mg/dL) or in grams per
liter (g/L).

c. If serum albumin testing was performed, record the results and indicate whether
it was measured in milligrams per deciliter (mg/dL) or in grams per liter (g/L).

d. If serum IgG testing was performed, record the results and indicate whether it
was measured in milligrams per deciliter (mg/dL) or in grams per liter (g/L).

Date of most recent test:

Enter the date of the most recent cerebrospinal fluid test performed post-transplant.

Was Magnetic Resonance Imaging (MRI) of the brain/spine done since the last
report?

If “yes” continue with question 9 and 10.

If “no” or “unknown” continue with question 11.

Specify location of abnormalities:

NOTE:
If possible, please attach a copy of the MRI report.

a Indicate if ventricular (hydrocephalus) abnormalities were detected. If
hydrocephalus is not mentioned in the report, you may infer that it was not
present on the MRI.

b. Indicate if odontoid hypoplasia abnormalities were detected. If odontoid
(may also be referred to as dens or odontoid process) hypoplasia (erosion) is
not mentioned in the report, you cannot infer its absence and must answer
the question as “ unknown.”

Date of most recent test:

Enter the date of the most recent MRI performed since either the transplant or the
last report.
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Question 11

Question 12

Question 13

Question 14

Question 15

Question 16

Question 17

Was a Mental Development test done since the last report?
If “yes,” continue with questions 12 through 16.

If “no” or “unknown” continue with question 17.

Indicate test instrument; report results of most recent test; report score, not
percentile:

I ndicate which test instrument was used.

Date of test:

Enter the date of the test done since either the transplant or the last report.

Full scale score:

NOTE:
Depending on the test given, the full scale score may bereferred toasa
composite or standard score.

Enter the full scale score. Do not report as a percentile.

Verbal score:

NOTE:
Depending on the test given, the verbal score may bereferred to asa verbal
reasoning or verbal 1.Q. score.

Enter the verbal score. Do not report as a percentile.

Performance score:

NOTE:
Depending on the test given, the performance score may bereferred to asthe
motor score.

Enter the performance score. Do not report as a percentile.

Were the Vineland Adaptive Behavior Scales done since the last report?
If “yes,” continue with questions 18 and 19.

If “no” or “unknown” continue with question 20.
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Question 18 Score results:

Report the score results for communication skills, daily living skills, and
sociaization skills.

Question 19 Date of test:

Enter the date of the test done since either the transplant or the last report.

Question 20 Was an eye exam done since the last report?
If “yes” continue with questions 21 through 23.

If “no” or “unknown” continue with question 24.

Question 21 Visua acuity:

Record the recipient’ s visual acuity for both the right and left eyes.

Question 22 Was corneal clouding present?

Indicate “yes’ or “no” if the eye exam detected corneal clouding.

Question 23 Date of test:

Enter the date of the eye exam done since the last report.

Question 24 Was an audiologic evaluation (auditory brain stem or conditioned response) done
since the last report?

If “yes,” continue with question 25.

If “no” or “unknown” continue with question 26.

Question 25 Tympanometry results:

Check the box that corresponds to the test results for the right ear and the left ear.

Question 26 Wasthe hearing loss (HL) in decibels (dB) assessed at the speech threshold for 500
hertz (HZ) since the last report?

If “yes,” continue with question 27.

If “no” or “unknown” continue with question 28.
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Question 27 Speech Threshold results at 500 HZ:

NOTE:
Seethe Degree of Hearing Loss chart for scaleranges.

Check the box that corresponds to the test results for the right ear and the left ear.

Question 28 Wasthe hearing loss (HL) in decibels (dB) assessed at the speech threshold for
2000 hertz (HZ) since the last report?

If “yes,” continue with question 29.

If “no” or “unknown” continue with question 30.

Question 29 Speech Threshold results at 2000 HZ:

NOTE:
Seethe Degree of Hearing Loss chart for scaleranges.

Check the box that corresponds to the assessment at the speech threshold for the
right ear and the left ear.

Question 30 Hasthere been a change in the neurologic status since the last report? (Clinical
status, not neuro-psych status.)

NOTE:
These questionsrefer to the clinical neurologic status, not the neuro-psych
status.

If “yes,” continue with question 31.

If “no” or “unknown” continue with question 32.

Question 31 Statusis:

NOTE:
Toreport improvement, thereport must specifically state improved
neurological status, not just statusimproved. Attach documentation of
neurological status (e.g., physical examination, neur ologic examination, etc.).

Check the box that corresponds to the recipient’s current neurol ogic status.
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Question 32

Question 33

Question 34

Question 35

Question 36

Question 37

Question 38

Question 39

Was pulmonary function testing done since the last report?
If “yes,” continue with questions 33 and 34.

If “no” or “unknown” continue with question 35.

Oxygen saturation on room air:

Enter the saturation as a percentile.

Results of most recent pulmonary function test:

NOTE:
If possible, attach a copy of thereport.

Check the box that corresponds to the test resullt.

Was an echocardiogram done since the last report?
If “yes,” continue with questions 36 and 37.

If “no” or “unknown” continue with question 38.

Vavular insufficiency:

For each valve listed, check the box that corresponds to the degree of insufficiency.

Date of test:

Enter the date of the most recent echocardiogram.

Was the cardiac contractility tested since the last report?
If “yes,” continue with questions 39 and 40.

If “no” or “unknown” continue with question 41.

Ejection fraction:

NOTE:
You arenot required to report both gection and shortening fraction; only one
isrequired. However, if resultsfor both are known, please report both.

Enter the fraction as a percentile score.
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Question 40 Shortening fraction:

NOTE:
You arenot required to report both gection and shortening fraction; only one
isrequired. However, if resultsfor both are known, please report both.

Enter the fraction as a percentile score.

Question 41 Was orthopedic surgery performed since the last report?
If “yes,” continue with question 42.
Question 42 Specify site(s):

For each site listed, indicate whether orthopedic surgery has been performed since
either the transplant or the last report. Do not |eave any responses blank.
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FORM 150, 550, 650
Yearly Follow-Up for Greater Than Two Y ears Post-Transplant

Form 150, 550, 650 is designed to obtain data on late complications post-transplant, and on
functional and survival status. If this form reports the recipient’ s death, the answers should reflect
the recipient’s clinical status just prior to death.

Form 150, 550, 650 first becomes due on the third anniversary of the transplant and annually
thereafter. If a Form 130, 530, 630 or Form 140, 540, 640 reports that the recipient received an
autologous or alogeneic related transplant, a Form 150, 550, 650 will be due annually on the
transplant anniversary from that point forward. The Form 150, 550, 650 is considered past due if it
is not received within 45 days of the anniversary date.

Form Key Fields:

A. Unrelated Recipient NMDP ID: - -
Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Unrelated Recipient Local 1D (optional):

Enter the your Transplant Center’slocal ID for the recipient.

D. Today’'sDate:

Month Day Y ear
Enter the date on which you are completing this form.

E. TC Code

Enter the your Transplant Center’ s three-digit code.

F. Follow-up Visit for which thisform isbeing completed:

Enter which follow-up visit thisis (e.g., 03 for third annual follow-up visit).

G. Dateof Transplant for which thisform isbeing completed:

Month Day Y ear
Enter the date the transplant occurred. (Date of transplant is the date the stem cell infusion began.)

H. Product Type: O Marrow O PBSC O Cord blood
(Form 150) (Form 550) (Form 650)

Check the box that corresponds to the transplant product type.
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Survival Status

Question1  Istherecipient aive?

NOTE:
If thisform reportsthe recipient’s death, the date of contact must be the same
asthedate of death reported on the Form 190, 590, 690.

If “yes,” answers to subsequent questions should reflect clinical status on day of
actual contact for this follow-up evaluation. Continue with question 2.

If “no,” answers to subsequent questions should reflect clinical statusimmediately
prior to death. Continue with question 3.

Question 2 Give date of most recent contact:

Enter the date of the most recent contact with the recipient, and continue with
guestion 4.

Question 3  Give date of death:

If the recipient has died, enter the date of death and complete a Form 190, 590,
690, “Recipient Death Information.” Answersto all subsequent questions should
reflect the recipient’s clinical status just prior to death. Continue with question 16.

Functional Status

Two scales are used to report the functional status of the recipient. The Karnofsky Scale is
designed for recipients aged 16 years and older and is not appropriate for children under the age of
16 years. The Lansky scale is designed for recipients less than 16 years old.

Question4  Complete the Karnofsky Scale for recipients 16 years or older and the Lansky
Scale for recipients younger than 16.

Question5  Wastherecipient (age > 6 and < 18 years) attending school on the day of contact?
If “yes,” continue with question 6.

If “no,” “unknown,” or *“not applicable, recipient age > 18,” continue with question
8.

If “not applicable, recipient age < 6,” continue with question 16.
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Question 6

Question 7

Question 8

Question 9

Question 10

Question 11

Question 12

Specify student attendance status:

Indicate if the recipient was attending school on the day of contact “part-time,”
“full-time,” or “attendance status unknown.”

Date recipient returned to school:

Enter the date the recipient returned to school.

Was the recipient employed outside the home prior to current illness?
If “yes,” continue with question 9.
If “no,” continue with question 12.

If there has been no change in the recipient’ s employment status since the last
report, the recipient’ s employment status is unknown, or the recipient is less than
18 years old, continue with question 16.

Has the recipient returned to work?
If “yes,” continue with question 10.
If “no,” continue with question 11.

If there has been no change in the recipient’ s work status since the last report, or
the recipient’ swork status is unknown, continue with question 16.

Date recipient returned to work:

Enter the date the recipient returned to work.

Is recipient able to work but not currently employed?

Indicate if the recipient is able to work but is not employed as of the date of
contact. Continue with question 16.

Has the recipient resumed all usual household activities?
If “yes,” continue with question 13.
If “no,” continue with question 14.

If there has been no change in the recipient’s activities since the last report, or the
recipient’ s activity is unknown, continue with question 14.
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Question 13  Date recipient resumed activities:

Enter the date the recipient resumed his or her usual household activities.

Question 14  Istherecipient currently employed outside the home?
If “yes,” continue with question 15.
If “no,” continue with question 16.

If there has been no change in the recipient’ s employment status since the last
report, or the recipient’s employment status is unknown, continue with question
16.

Question 15  Date recipient began work:

Enter the date the recipient began work outside the home.

Chronic Graft Versus Host Disease

Question 16  Did the recipient have chronic GVHD at the time of the last report?

NOTE:

The answer to question 16 on Form 150, 550, 650 must correspond to the

answer to “Ischronic GVHD still present?” (Form 140, 540, 640 question

56, or Form 150, 550, 650 question 24) on the form submitted just prior to
thiscurrent report.

If “yes,” continue with question 19.

If “no,” continue with question 17.

Question 17  Did the recipient develop chronic GVHD since the last report?
If “yes,” continue with question 18.

If “no,” continue with question 25.

Question 18 Date of onset:

Enter the date of onset of chronic GVHD. Continue with question 19.
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Question 19  Indicate the maximum grade of GVHD since the last report:

NOTE:

At the present time chronic GVHD isgraded as either limited or extensive.
Indicate “limited” if the chronic GVHD only includeslocalized skin
involvement and/or liver dysfunction. Indicate “ extensive” chronic GVHD if
the skin involvement is generalized; if thereisliver histology showing
chronic aggressive hepatitis, bridging necrosisor cirrhosis; if thereis
involvement of the eye; if thereisinvolvement of the salivary glandsor oral
mucous membranes; or if thereisinvolvement of any other target organ.

Indicate if the grade of GVHD is“limited” (localized skin involvement), or
“extensive” (generalized skin involvement).

Question 20 Overall severity of chronic GVHD as reported by the Transplant Center:

Indicate if the severity of chronic GVHD is*“mild,” moderate,” or “severe’ based
on the criteriaat your center.

NOTE:
This question asksfor very subjective data and will not be audited.

Question 21 Indicateif there was organ involvement with chronic GVHD from list below:

Indicate “yes’ or “no” for each organ listed. Do not leave any responses blank.

Question 22  Was specific therapy used to treat chronic GVHD?
If “yes,” continue with question 23.

If “no,” continue with question 24.

Question 23  For each agent listed below, indicate whether or not it was used to treat chronic
GVHD:

Indicate “yes, agent continued,” “yes, agent started,” or “no, not used” for each
therapy listed. Do not leave any responses blank.
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Question 24 Ischronic GVHD still present at the time of this report?
Check “yes’ or “no.”

Question 25  Isrecipient still taking immunosuppressive agents (including PUVA) to treat or
prevent GVHD?

If “yes,” continue with question 27.

If “no,” continue with question 26.

Question 26 Date final treatment administered:

Enter the date the final treatment of immunosuppressive agent was administered.

New Malignancies

NOTE:

Only report new or secondary malignancies, or lymphoproliferative or
myeloproliferative disorders, in question 27. Do not report recurrence of the
recipient’s primary disease (disease for which the transplant was
performed) in this question. Report recurrent disease in the “ Disease Status
Post-Transplant” section.

Question 27  Did anew malignancy, lymphoproliferative or myeloproliferative disorder appear?
If “yes,” continue with question 28.

If “no,” continue with question 31.

Question 28  Diagnosis:

Indicate “yes’ or “no” for each diagnosis listed. Do not |eave any responses blank.
If the new malignancy is a B-cell lymphoproliferative disorder, continue with
question 29.

Question 29  Istherecipient EBV positive?
Check “yes’ or “no.”

Question 30  Date of diagnosis:

Enter the date of diagnosis. If the recipient developed more than one secondary
disease, enter the date the first secondary disease was diagnosed.
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Other Organ Impairment/Disorder

Question 31  Since the last reported contact has the recipient developed any other clinically
significant organ impairment or disorder?

If “yes,” continue with question 32.

If “no,” continue with “ Disease Status Post-Transplant” section.

Question 32 From the list below, indicate what organ impairment/disorder occurred:

Indicate “yes’ or “no” for each item listed. Do not |eave any responses blank. If the
recipient developed gonadal dysfunction, continue with question 33.

Question 33 Specify:

Indicate “yes’ or “no” for each gonadal function listed. Do not leave any responses
blank.

Disease Status Post-Transplant

NOTE:

Question 34 is disease specific. Only answer the question if the diagnosis
listed on the Form 120, 520, 620 is an acute or chronic leukemia, or other
malignancy.

Question 34  What isthe recipient’s current disease status?

At the time of this report, indicate if the malignancy isin “complete remission,”
“therapy induced remission after persistent disease or relapse post-transplant,”
“hematologic relapse,” “cytogenetic relapse,” “ extramedullary relapse,” or
“BCR/ABL positive.”

If the disease statusis “complete remission,” continue with question 36.

If the disease status is anything other than “complete remission,” continue with
guestion 35.

See Appendix R for alist of diseases that require an insert to report the recipient’s
current disease status.
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Question 35 Date of first relapse for this type of relapse:

If the recipient had a post-transplant, hematol ogic, cytogenetic, or extramedullary
relapse, enter the date of first relapse. If the date of relapse was reported on a
previous form, check the box for “first relapse date for this type of relapse
previously reported.”

Subsequent Stem Cell Infusion

Complete this section if the recipient has received a subsequent stem cell infusion of marrow,
mobilized peripheral blood stem cells, or cord blood.

Follow-up on recipients receiving a subsequent stem cell infusion (bone marrow, G-CSF
stimulated peripheral blood stem cells, or cord blood) will be determined by the donor source of
the stem cells for the subsequent infusion. See Appendix Sfor alist of follow-up forms due after a
subsequent stem cell infusion.

Stem Cell Sourcefor | Reporting Requirements
Subsequent Infusion
Original Unrelated Subsequent stem cell infusions from the original donor will be

Donor Stem Cell considered a second transplant, regardless of the indication for the
Infusion infusion. A new Form 120, 520, 620 will be required, and follow-up
will continue on the time schedule determined by the second infusion.
Second Unrelated Subsequent stem cell infusions from a second unrelated donor will be
Donor Stem Cell considered a second transplant, regardless of the indication for the
Infusion infusion. A new Form 120, 520, 620 will be required, and follow-up
will continue on the time schedule determined by the second infusion.
Related Donor or Subsequent stem cell infusions from arelated donor, or from
Autologous Stem cryopreserved autologous marrow or mobilized peripheral blood stem
Cdll Infusion cells, will terminate the routine schedule for follow-up. Starting at the

point the second infusion is reported, only yearly survival datawill be
collected on Form 150, 550, 650.

Cryopreserved Subsequent stem cell infusions of cryopreserved autol ogous marrow or
Product mobilized peripheral blood stem cells from the original donor will
require follow-up based on the infusion date of theinitial product.
Non-NMDP Donor Subsequent stem cell infusions from non-NMDP donors (cooperative
registry donors) will require follow-up based on the infusion date of the
initial product.
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Question 36

Question 37

Question 38

Question 39

Date of subsequent stem cell infusion:

Enter the date of the stem cell infusion.

What was the indication for the subsequent stem cell infusion?

Indicate if the subsequent infusion was due to “no engraftment,” “ partial
engraftment,” “graft failure/rgjection after achieving initial engraftment,”
“persistent malignancy,” “recurrent malignancy,” “ secondary malignancy,”
“planned second transplant, per protocol,” or “other.” If “other,” specify the reason
for the subsequent infusion.

Source of stem cells:

Indicate if the source was “autologous,” “allogeneic, unrelated,” or “allogeneic,
related.”

If the source was “allogeneic, unrelated,” specify whether the source was.
“fresh, original donor bone marrow”

“cryopreserved origina donor bone marrow”

“fresh, second donor bone marrow” from an NMDP donor”

“non-NMDP bone marrow”

“fresh, original donor mobilized peripheral blood stem cells’
“cryopreserved original donor mobilized peripheral blood stem cells”
“fresh, second donor mobilized peripheral blood stem cells’ from an NMDP donor”
“non-NMDP donor mobilized peripheral blood stem cells”

“NMDP cord blood”

“non-NDP cord blood”

The person completing the form must sign the form, print his’her name, and
provide a phone number, fax number, and e-mail address where he/she can be
reached.

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.
Page 287 of 357

Manual: Search and Follow-up Forms Instruction Manual
Document Title: Form 150, 550, 650
Document Number: M002_C0023 12/21/2001 Verified: 12/21/2001

Effective Date: 12/21/2001

Replaces: N/A

Approved: 12/21/2001
Signatures on fileat NMDP






|nstructions
for
Form 190, 590, 690
Recipient Death | nfor mation

NATIONAL MARROW DONOR PROGRAM"

Copyright [0 2001 National Marrow Donor Program. All rights reserved.







FORM 190, 590, 690
Recipient Death Information

Form 190, 590, 690 is designed to obtain data on the recipient’s primary cause of death and
contributing factors.

Form 190, 590, 690 should be completed as soon as possible after the recipient has died. When a
recipient dies, both the Form 190, 590, 690 and the next follow-up form that would have been due
(Form 130, 530, 630; 140, 540, 640; or 150, 550, 650) must be completed. Forms will continue to
become due for the recipient until both the Form 190, 590, 690 and the next follow-up form that
would have been due have been submitted to the Registry and are error free.

Form Key Fields:

A. Unrelated Recipient NMDP ID: B -

Enter the seven-digit NMDP Unrelated Recipient ID.

B. Recipient Last Name:

Print the recipient’s last namein all capital letters.

C. Recipient Local ID (optional):

Enter your Transplant Center’slocal 1D for the recipient.

D. Today’'sDate:

Month Day Year
Enter the date on which you are completing this form.

E. TC Code:

Enter your Transplant Center’ s three-digit code.

F. Product typefor first transplant: O Marrow O PBSC O Cordblood
(Form 190) (Form 590) (Form 690)

Check the box that corresponds to the transplant product type. If the recipient had more
than one transplant with different product types, check the product type that was used for
the first transplant.
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Question 1 Date of death:
Enter the date the recipient died.

NOTE:

Form 190, 590, 690 should be submitted as soon as possible after the
recipient dies. If an autopsy was performed but results are not yet available,
report the cause of death as determined by clinical assessment and in
guestion 2 indicate that autopsy results are pending. A second Form 190,
590, 690 will then become due six months from the date of death. The cause
of death as confirmed by autopsy will be reported on this second Form 190,
590, 690. The second Form 190, 590, 690 overwritesthe first Form 190, 590,
690. All pertinent information must be included on the second Form 190,
590, 690.

Question 2  Was cause of death confirmed by autopsy?

Indicate if an autopsy was performed to confirm the cause of death. If an autopsy
was performed but results are still pending, check “pending.” If “pending” is
checked, a second Form 190, 590, 690 will become due six months from the date
of death.

Question 3 Cause of death:

Using the Cause of Death Codes provided, report the diseases, complications, or
injuries that led to death. Don’t report the mode of death (e.g., cardiopulmonary
arrest).

Indicate the primary and contributing causes of death. The primary cause of death
should be listed first and contributing causes of death listed in order of decreasing
severity. Please see the following “ Definitions of Cause of Death Codes’ in these
instructions for complete descriptions of the cause of death codes and instructions
on reporting the primary cause of death.

Question 4  The person completing the form must also sign the form, print his’her name, and
provide a phone number, fax number, and/or e-mail address where he/she can be
reached.
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1.0

2.0

3.0

4.0

50

6.0

DEFINITIONS OF CAUSE OF DEATH CODES

Graft rgection or failure

Report graft failure or rejection as the primary cause of death if one of the following conditionsis
met and the patient has not relapsed. Infection, hemorrhage, etc. should be listed as contributing
causes of death.

Failure: ANC < 500/mm?® after day 28 post-transplant and bone marrow biopsy with < 5%
cellularity.

Rgj ection: ANC sustained > 500/mm?more than three days consecutive days with subsequent

decrease to < 500/mm?® and bone marrow examination with < 5% cellularity.

Infection (other than inter stitial pneumonia)
If apatient with graft failure or rejection dies of infection, the infection should be listed asa
contributing cause of death. Report fungal or bacterial pneumonia under this code.

Interstitial pneumonia

Report viral pneumonia and viral infection of other organs under this code. Interstitial pneumoniain
the absence of viral infection or pneumocystis should be coded as non-infectious organ failure —
pulmonary (8.3).

Adult Respiratory Distress Syndrome

It is expected that this diagnosis will be used infrequently. Patients who devel op pulmonary failure
soon after transplant will usually be coded as non-infectious organ failure — pulmonary (8.3). ARDS
should clearly follow a precipitating event such as bacterial sepsis, severe transfusion reaction or
other systemic insult.

Acute Graft vs. Host Disease
This should be considered the primary cause of death for patients who have severe, progressive acute
GVHD.

Acute GVHD should be indicated as a contributing cause of death, even if the patient has no acute
GVHD symptoms, if the patient dies of an opportunistic infection or EBV lymphoma while on
immunosuppression. Because of the effect of the acute GVHD treatment, this should be listed asa
contributing cause of death even if the autopsy indicates no acute GVHD.

Chronic Graft vs. Host Disease
This should be considered the primary cause of death for patients dying with severe, symptomatic
chronic GVHD. Infection or other complications should be indicated as contributing causes of death.

Chronic GVHD should be indicated as a contributing cause of death, even if the patient has no
chronic GVHD symptoms, if the patient dies of an opportunistic infection or EBV lymphomawhile
on immunosuppression. Because of the effect of the chronic GVHD treatment, this should be listed
as a contributing cause of death even if the autopsy indicates no chronic GVHD.
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7.0

8.0

8.1

8.2

8.3

84

8.5

8.6

8.7

9.0

10.0

Recurrence or persistence of leukemia/malignancy/MDS

This should be considered the primary cause of death for patients who relapse after bone marrow
transplantation. Report relapse as a contributing cause of death if recurrent disease was only
discovered by autopsy. Other complications should be listed as contributing causes of death. Report
death from recurrent or persistent non-malignant disease such as adrenol eukodystrophy, Hurler’s,
Hunter's, etc. under 13.0.

Organ failure (not dueto GVHD or infection)

Report in this section any organ failure that is not due to graft versus host disease (GVHD) or
infection. Sections 8.1 — 8.7 list some of the possible conditions that could be reported here, but the
list is not exhaustive.

Liver
Veno-occlusive disease, drug toxicities, non-infectious hepatitis, idiopathic hyperammonemic
syndrome.

Cardiac (Cardiomyopathy)
Heart failure, congestive heart failure, non-infectious pericarditis, cardiac tamponade.

Pulmonary

Organizing alveolitis, pulmonary hypertension, pneumothorax, pulmonary fibrosis, aspiration
pneumonia, non-infectious acute respiratory failure occurring < 28 days after transplantation, non-
infectious acute respiratory failure occurring one month or more post-transplant that does not meet
the criteriafor ARDS.

CNS
Radiation-induced brain atrophy, strokes or infarcts, brain stem dysfunction, encephalitis of unknown
origin, cerebritis.

Renal
Uremic coma, chronic or acute renal failure.

Multiple organ failure, specify
Multiorgan failure (MOF), specify organsinvolved.

Other, specify
Hepatorenal syndrome, hemorrhagic cystitis, gastrointestinal injuries, acute or chronic pancreatitis.

Secondary malignancy

Hemorrhage

Hemorrhage refers to excessive bleeding typically from the gastrointestinal tract or a ruptured blood
vessel. CNS bleeding is recorded under 8.4. Sections 10.1 — 10.5 list some of the possible conditions
that could be reported here, but the list is not exhaustive.
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10.1 Pulmonary
Diffuse alveolar hemorrhage (DAH).

10.2 Intracranial
Aneurysm, strokes.
10.3 Gastrointestinal
10.4 Hemorrhage not specified

10.5 Other, specify

11.0 Vascular
Sections 11.1 — 11.6 list some of the possible conditions that could be reported here, but the list is
not exhaustive.

11.1 Thromboembolic

11.2 Disseminated intravascular coagulation (DIC)

11.3 Gastrointestinal

11.4 Thrombotic thrombocytopenic purpura

11.5 Vascular not specified

11.6 Other, specify

12.0 Accidental death
This refersto accidents that are unrelated to the medical treatment of the patient. These include
motor vehicle accidents, falls, drownings, natural disasters, etc. Suicide should not be reported here
but under 13.0, “other,” and specified as “ suicide.”
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13.0 Other, specify
This should be listed as primary or contributing cause of death, and the cause specified, only when
categories 1.0 to 12.0 do not describe the cause of death. Some of the causes of death included in this
category are suicide, heart attack, cardiac arrest, ventricular tachyarrythmia, malignant arrythmia,
cardiopulmonary arrest, sudden death. Report in this section death from progressive nonmalignant
disease, e.g., a persistent or recurrent metabolic disorder, such as Hurler Syndrome.
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Example of M onthly Forms Due Report

RUN DATE: 1DEC02 REPORT: MDPRO003
RUN TIME: 07:23:0F6 NATIONAL MARROW DONOR PROGRAM REQUEST: NM999A001
FORMS DUE REPORT PAGE: 1
FOR TRANSPLANT CENTER 000
TRANSPLANT CENTER

©

Vv xipuaddy

P
r® @ & ©& O ©,
U NATL DONOR NATL EARLIEST REFERRING PHYS DONOR
E STS FORM DONORID LOCALID RECIPID RECIPIENT LASTNAME CMPLTDTE DUEDATE REFERRING PHYSICIAN PHONE NUMBER CNTRID
ERR 120 909-345-6 15DEC01 17DECO02
DUE 130 909-345-6 18DECO01 25DECO02
DUE 140-6 Month 909-345-6 19DECO01 26 DECO02
DUE 650 935-860-7 12DECO01 30DECO02
DUE 22 0081-4995-7 935-860-7 24DEC01 21JANO3
Y DUE 540-OneYear 938-543-8 18 SEPT 01 25 SEPT 02
@® Date report was generated.
@ A "Y” inthis column meansthe form is past due.
® Thiscolumnindicatesif the formisdue (“DUE”"), or if the form has been submitted, but has errors (“ERR”). Any form with errors will also
appear on the monthly Form Error Report. The Form Error Report will detail the specific error(s) for each form.
@ This column indicates which form is due. Marrow forms are 100 series numbers, PBSC forms are 500 series numbers, and cord blood forms are
600 series numbers.
® Donor’'s NMDP identification number.
® Donor’slocal donor center identification number.
@ Recipient’s NMDP identification number.
Date the form first becomes due.
® Date the form becomes past due.
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Appendix B
Appendix B is Chapter 11 from the NMDP’s TransLink™ Software User Guide.

Forms Due

11 Forms Due

The NMDP requires transplant centers to complete many forms during the search process. The TRANS
Link™ application helps transplant centers organize and manage their forms in the Forms Due screen.

| Forms Due Screen

The Forms Due screen organizes forms by type of form, specific form numbers and a variety of date
ranges. The screen displays the form'’ s status at the transplant center and its status at the NMDP. It a'so
displays the Complete Date and Earliest Complete Date along with several other optional fields.

File:
Faorm Types: Current Forrs Due NMDP 1D: I - - St TC Code I—
) Date Range
Specific Forms: |22
117 Date ta search on: IFDrm Due j
120 Reset |
120 Ins1 Start Date: CCYYIMMIDD I 1N
120 Ins 2 End Date: COvmoD [ /1 ListFurms|
A ]
Farm ID NMDP D | - -
| Form Count: Iu
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| Selection Criteria

The Form Types field offersalist of options used to filter the number of forms displayed. To see this
list click on the down arrow, then select the needed form type. To display the forms that match this form
type, click on the List Forms button. The system filters the forms displayed based on the selection
criteria

Faorm Types: Current Forms Due

: Current Forms Due
Specific Forms: CP| FOrms
All Completed Forms
Reimbursed Farms
Unreimbursed Completed Farms
120 Ins1
190 ke 3

-

This table describes the different types of forms.

Form Type Description |

Current Forms Due Forms that are still due to the NMDP or contain
errors

CPI Forms Forms required for Continuous Process
Improvement (i.e. form 130 and 120)

All Completed Forms Displays al forms keyed into the Registry at the
NMDP complete and error-free

Reimbursed Forms If your center uses the Reimbursed indicator, the
system selects all forms where thisindicator is
“Yeg’

Unreimbursed Completed Forms | If your center uses the Reimbursed indicator, the
system selects all forms where thisindicator is“No”

Table11.1

Another option is to select forms by form numbers. In the Specific Forms box, highlight the form
number needed and click on the List Forms button.

Specific Forms: |22 |
117 |
118
120
120 Ins1

179N lhe 3

Kl

299



Forms Due

Two options exist for displaying more than one form number. The <Shift> key allows you to highlight a
group of form numbers contiguous in the list. Highlight number 22, hold down the <Shift> key, and then
highlight number 118. All forms between and including 22 and 118 are highlighted. The system displays
these forms after clicking the List Forms button.

To highlight form numbers that are not contiguous in the list, hold down the <Ctrl> key while clicking
on the forms needed. Use the List Forms button to display the forms.

The Forms List screen offers form selection by

; . Date Range '
multiple types of date ranges. First, select the Dete to caareh o
date type to search by in the Date to search on ) [
field. Start Diate: GGy i N

Form Complete
End Date: coyyimlEariest Completa
T

The system filters the forms displayed by the different date types chosen. Make this selection in the Date
to search on field. The table below describes what each date type displays.

Form Date Description

Form Due The date that the form is due for completion by the NMDP.
Earliest Complete Date | The earliest date that the form could be completed.

The date that the form was keyed by the NMDP complete
Complete Date and error free into the STAR® system.

Table11.2

Enter the start and end date range into the appropriate fields. The date must be entered in a European
format. First, type in the four-digit year, then atwo digit month and then the two-digit day. The system
displaysthe datein aU. S. format of athree-letter abbreviation for month, then the day, and then a four-
digit year.

— Date Range
Date to search on: IF.;,rm Dile j

Start Date: CCYYIMMDD IJEIn 11899
End Date: CCYY MDD |1E|E|9.f1 2131|
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Selecting the form type of CPI Formsin the Selection Criteria box produces three radio dialsin the

Date Range box. The radio buttons move the date ranges by trimester increments, which is every four
months. Select the date type to filter the number of forms displayed. Click on the arrow in the Date to
search on field to display thislist.

Date Range
Cate to search on: - i® Current
" Previous
Start Date:; CCYYMMIDD [Jan 1 20071
 Mext
End Date: CCYYIMMIDD I.ﬂ.prED 2001

Selecting one of the radio buttons displays a different four-month date range. The table below describes
what each radio button displays.

Radio Button Description

Current Displays the current trimester's forms.

Previous Displays the previous trimester's forms.

Next Displays the next trimester's forms.
Table11.3

Another option in filtering the form selection criteriais by entering an NMDP ID to list the formsfor a
specific patient or entering a Secondary Transplant Center Code.

NMOP 1D | -

Sec TC Code I

| Editing the Forms List Screen

After choosing the appropriate selection criterion and displaying the forms, you can edit information
about aform. The system sets some fields such as the Past Due, Form Complete Dte, NMDP Satus, and
Earliest Cmplt Dte fields. The user sets other fields, which are optional and for the transplant center’s

use only.

4

Oct 13 2000
Sep 03 2000
Dec 03 2000
Dec 02 2000
Oct 21 2000
Oct 0B 2000
Sep 24 2000

Jun 05 2000
Jun 15 2000

Mot Started
Mot Started

May 06 2000 Mot Started

Aug 05 2000 Mot Started [—
Aug 04 2000 Mot Started =
Jun 23 2000 Not Started =
Jun 08 2000 Not Started =
May 27 2000 Mot Started =l

| >
FormID |22 MMDF ID | 962-465-1

‘ Forms List in edit mode.

‘ Form Count: |19
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The table below lists the fields shown in the forms display box. It also offers a description for each field
and whether the user or the system enters the data.

Field Name  Entered by.. | Description |

Frm ID System NMDP' s form identification number.

NMDP ID System NMDP' s unique identification number for the patient.

Local ID System The transplant center’ s unique identification number for the patient.

First Name System Patient’ s first name that was entered into the patient folder.

Last Name System Patient’ s last name that was entered into the patient folder.

Donor ID System NMDP s unique identification number for the donor.

Past Due System Displays whether the form is past due with a'Y es or No indicator.

Due Date System The due date for the form by the NMDP.

Earliest Cmplt | System The earliest date that the form could have been completed.

Dte

Form System The date that the NMDP keyed in a complete and error-free form in

Complete Dte the STAR system.

NMDP Status | System The form’s status at the NMDP. Complete indicates that the form
was keyed into the STAR system complete and error-free. Not
Started indicates that the NMDP received the form but has not
keyed it. Error indicates that form was keyed in the STAR system
with errors.

TC Status User WIP (Work in progress) indicates that someone is completing this
form. Forms Sent indicates that the TC sent the form to the
NMDP. Corr Sent (Correction Sent) indicates that a correction was
sent to the NMDP on this form.

Review Status | User Review Completed indicates that a supervisor or doctor has
reviewed this form. Review Cancelled indicates that the review
process has been cancelled. In Review indicates that thisformis
currently being reviewed by a supervisor or doctor.

Sec TC Code | System Secondary transplant center code.

Protocol User The user enters the protocol into the patient’ s folder, which is
displayed in the forms screen.

Responsibility | User Type in the responsible person’s name into this field.

Reimb User Reimbursed allows the TC to track those forms that the NMDP has
reimbursed. Choose from Yes, No, and NA (not applicable)

Table11.4
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| Printing a Forms Report

The TRANS Link system allows you to print areport of formsinformation. First, select the criteriaand
edit any information necessary. These steps are listed in the Selection Criteria and Editing sections.

To print all the forms due, do not select a specific report. If aform has already been selected, then click
the Reset button and then click the List Forms button.

E%mes Due M=l E3
Eciit
Cancel Edit
Save
Closs ICurrentForms Due NMDP 1D: I SecTC Code I
Date Range
i
117 i Date to search on: IForm Due v|
R Reset|
120 Ins 1 Start Date: CCYYMMOD |
120 Ins 2 End Date: CCYYMMDD | ListFUrmsl
170 Ine 2
buelDue Date Earliest Crnplt Dte |Furm Complete Dte | MMDP Status |TC Status |Review Status |

Now select File from the menu and then select Print. A dialog box appears allowing the user to enter
notes, which appears on the Forms Report.

PRINT NOTES X| Click on the OK button to accept the report
Please enter a note to appear on the print out. Or use the footer in the box.

default note showmn below.

If you need a different footer, then type it
into this box. Next, click the OK button.

Current Formes Due for forms: 22 for Start Date: Sep ;l
1 2000 for End Date: Dec 31 2000.

The report prints automatically. It shows the print date, print time and includes up to three lines of
information about each form in acolumn format. A sample form isincluded at the end of this chapter.
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| Form 580 Due Exercise

From the Welcome screen open the Forms Due screen by one of the two methods. Either click on the
Forms button or select Forms Due from the TC Tasks menu.

I [=] E3

[E3 WELCOME MENU
M hMaintensnce

Tl Patient Laokup
Patient Ertry p01

~ .. =earch File

Allele Code Lookup

Forms Due I 11 Messages |

Donor File

Winrkflowy homt I |

# of Forrns Due: |2564

# Consents Needed:l Sty ra ki |

1. Keep the default setting in the Forms Types field to Current Forms Due.
E‘%Folms Due =] E3 I

File

Date Range

Forrm Types: Current Forms Due LI MMDF 1D I - - Sec TC Code I

Specific Forms: |570  survival

Date to search on: |Form Due -

581 2nd Prod I - ﬂl

. neFro —| Start Date: COYYMMIDD | 11

620 =l End Date: COYYMMIDD | 11 LisiFDrmSI
Frrm |D [mDE 1D | Local ID  [First Mame |Last Mame [Doner ID |Past Due|C_~
580  1st Prod 959-203-1 EP392 400 0006-2371-0  Yes by
580  1st Prad 960-731-8 SB0LI7 7I9LEILS 0051-1062-2  Yes Ji
580  1st Prod 958-854-2 B7LAIPC EEBDPC 0106-2465-0  Yes b
580 1st Prod 960-044-7 DPZaIP BFHCCLY 0076-8137-2  Yes Ji
580  1st Prad 859-217-1 GPCLT ALTLISEC 0301-7168-0  Yes Ji
580  1st Prod 961-256-5 APCHM2 CBEPCM 0068-1071-7  Yes Ji
580 1st Prod 954-706-0 7IBDPE GBECLE 0325-8450-0  Yes J—
580  1st Prod 960-551-0 APEE GEFHCLES 0101-8735-3  Yes Ji
< | »

Form ID NMDP 1D |

| Retrieve complete. | Form Count: |1 o

2. Inthe Specific Formsfield, select 580 and click the List Forms button.
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3. Notice that the Form Count field displays a count of forms. Highlight the second line.

Eg_ﬁ Formz Due

Canc

4. Sdect Filefrom the menu and then select Edit.

olit

Sawve
Cloze
Prirt

5. Usethedliderule bar to locate the TC Status column. Click on the arrow in that field to display alist.
Select Forms Sent from thislist.

|Ear|iest Crnplt Dte |F0rm Complete Die |NN1DF' Status |TC Status |Review Status |Sec TC Cde |Pro2]
Jan 18 2000 Error = =l
03 2000 Not Started [Forms Sent |+ =]
Jan 28 2000 Mat Started =l
May 09 2000 Mot Started F.—.-:--. =l
May 19 2000 Mot Started =l
hay 10 2000 Mot Started - j
May 16 2000 Mot Started =l =l —
May 17 2000 Mot Started =l =l
g @ — | o
FormID (580 1stProd NMDP ID IQBD—?31-8
| Forms List in edit mode. | Form Count: |1 1}

Review Status

IReview Crplt -

6. Inthe Review Statusfield, click on the arrow and select Review
Cmplt from the list.

Feview Cancel k
In Review

For this exercise, DO NOT save your changes.

At your transplant center you can save your changes by selecting File r
from the menu and then select Save. Euit

Cancel Edit

Close !

Print
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| Form 22 Exercise

Y ou want to view your center’s Form 22’ s for the month of December 1999.

1. Inthe Form Typesfield, select All Completed Forms from thelist. In the Specific Forms section,
select 22 from the list.

Form Types: IAIICompleted Forms j MMOP IO I - -
Specific Forms: Date Range
Date ta search on: IFDrm Complete j
Reszet |
Start Date: CCYYMWMIDD I Dec 115934
End Date: CCYYMMIDD | frogan 2131 LiStFR;m_il
l

2. Inthe start date range field, enter “19991201.” Remember that the date format is entered as a four-
digit year, two-digit month then a two-digit day. When you move off the field, the system displays
the date as “Dec 1 1999.”

3. Click the List Forms button and the system displays a count of forms at the bottom of screen.

4. Sdect File from the menu and then Select Edit.

5. Highlight the first line.

6. Usethedideruleto find the reimbursement field labeled ' Reimb
“Reimb.” Click on the arrow in that field and select Yes.

7. For thisexercise, DO NOT save your changes.

8. Inthe Date Range section, go to the Date
to Search on field and change your

selection from Form Complete to Form Form Complete j
Due. Form Due _

Form Completd

Earliest Complete

Date Range

9. Click onthe List Forms button.
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The system will display atext box “Updates pending — Information has been modified and not been
saved would you like to save your changes now?’ Click on the No button. Thisis caused by not saving
the changes for this exercise.

The system now displays a count of forms found.

Click on the Reset button.
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| CPI Forms Exercise

1. Inthe Form Types, select CPI Forms.

Form Types: CPlForms j

current Formes Dye
‘CF| Formns
All Completed Forms
Reimbursed Forms

Unreimbursed Completed Forms

120 Ing 1 ‘_
17 Ine 7 |-

Specific Forms:

2. Inthe Specific Formsfield, select 140, 1 Year.

3. Click on the List Forms button. The system now displays a count of forms.

4. Click on the Previous button in the Date Range; notice the Start and End Date.

— Date Range

Date to search on; IEarIiestCnmplete j i Current

Start Date: CCYYIMMIDD [Sep 1 2000
End Date: CCYYMMIDD IDEC 31 2000

5. Click on the Next button in the Date Range; notice the Start and End Date.

— Date Range

Date to search an: IEarIiestCnmplete j " Current

" Previous
Start Date: CCYYIMMDD  [May 1 2007

!

End Date: CCYYMMDD [Auo 51 2001
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DATE: Aug 27 2003 NATIONAL MARROW DONOR PROGRAM PAGE: 1o0of1
TIME: 11:32:42 FORMS REPORT
FOR TRANSPLANT CENTER 501
Form ID NMDP ID First Earl Cmplt Protocol TC Status Responsibility
Name Dte

Form Local ID Last Name | Due Date Sec TC Review Status Reimbursement
Due Donor ID Form Cmplt. | °°¢ NMDP Status
22 942-417-7 NILESLP Apr 14 2002 Jane
YES EB38BD Jul 13 2002 IN REVIEW N

0308-9660- Not Complete Not Started
22 953-206-7 MLCCHS8 Dec 29 2001 FORM SENT
YES ILC92 Mar 29 2002 REVIEW Y

CMPLT
5009-7353- Not Complete Not Started

* % %% * END OF REPORT * * * * *

Current Forms Due for forms: 22 for Start Date: Jan 1 2002 for End Date: Dec 31 2002

309




Appendix C Forms Due

Example of Daily Error Report

To: Donor Center/M Cl Number
Subject: DAILY FOLLOW-UP ERROR REPORT

@ RUN DATE: 03 Mar 02 NATIONAL MARROW DONOR PROGRAM REPORT: MDPR0012
RUN TIME: 21:32:41 REQUEST: CXXXA009

FORM ERROR REPORT
FOLLOW-UP FORMS
TRANSPLANT CENTER XXX
NAME OF TRANSPLANT CENTER

@ Form 140 Version 6 —1 Year

Brown, Joe
(3) SequenceNumber: 224143 (6) FormFill Date: 17 Feb 02
e NATL RID: 936-073-5 e Form Recv Date: 03 Mar 02
(5) Local RID: 3E9002
ERROR 1:
Quest ID and Name Answer

19-WBC 2.00

The Field’svalueisoutside of the
acceptable range.

Key

® Date the report was generated.

®

Form number that isin error.

©

Sequence number given to the form at the NMDP' s Registry. The sequence number
isrequired to track the form in the database and must be entered on the error
correction form.

Recipient’s NMDP identification number.

Recipient’ s local transplant center identification number.
The“Today’s Date” from the form.

Date the form was received at the NMDP' s Registry.

The question number and a description of the question that isin error.

® QO © © ®

©

Description of error.
Answer that did not pass edit check.

)
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Example of Monthly Error Report

RUN DATE: 01 June 02 NATIONAL MARROW DONOR PROGRAM REPORT: MDPR0016
RUN TIME: 01:42:22 REQUEST: NM999A570

FORM ERROR MONTHLY SUMMARY REPORT
FOLLOW-UP FORMS
TRANSPLANT CENTER XXX
NAME OF TRANSPLANT CENTER

Days  Recipient/Donor Info Fill Dte Question ID and Name Answer
Since Recv Dte
Err

@ 100 Brown, Joe e Form 120 - Version 8

e Seq Num: 146806 @ 28 Feb 02 16A - Agt known @ Blank
e Natl RID: 933-333-3 e 01 Mar 02 @ This question is mandatory

44 Doe, Jane Form 120ins5 - Version 2

Seq Num: 146111 01 Apr 02 516 - Blst mrrw precdtn

Natl RID: 944-444-4 15 Apr 02 80.00

Locl RID: a4d4556 Thisfield’s value outside acceptable range.
01 Brown, Rose Form 140 - 1 year Version 6

Seq Num: 146115 15 May 02 41 - Acute GVHD treatment 1-yes

Natl RID: 955-555-5 31 May 02 8la - tacrolimus 1-no

Locl RID: a4d4557 Based on the answer to thefirst question,

second isinvalid.

Key
® Date the report was generated
@ Number of days since the error was first identified and reported to the transplant center.
® Sequence number given to the form at the Registry. The sequence number isrequired to track the form
in the data base and must be entered on the error correction form.
@ Recipient’s NMDP identification number.
® Recipient’slocal donor center identification number.
® The"“Today's Date” from the form.
®@ Datethe form was received at the Registry.
The question number and description of question that isin error.
® Formthatisinerror.
Answer that did not pass edit check.
@ Description of error.
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Appendix D Exampleof Error Correction Form

@ ERROR CORRECTION FORM @

Sequence Number: Recipient NMDP ID: Unique Patient Number (UPN): TC Code:
Product type: O Marrow [ PBSC O Cord blood @ Initials:
(5)
Natierral Marrow Donor Program® Unrelated Recipient
Recipient Baseline and NMDP ID: | | | |'| | | |'|:|
Transplant Data Recipient
| astvame: || | [ [ [T T[] TT ][]}
Registry Use Only
Sequence Recipient Local ID (optional): | | | | | | | | | | |
et pororworo: [ [ [ [ 1L T 11 ]
gztc?eived: Today’s Date:| | || | || | | | |TC Code: D:I:'

Month D Y
Date of Transplant%r which this form |ﬁ|—| |
is being completed:

Month Day Year
Product type: 0O Marrow O PBSC 0O Cord blood
(Form 120) (Form 520) (Form 620)

Research blood samples should be collected before initiation of preparative regimen and sent to Blood Centers

of the Pacific, Irwin Center. See Transplant Center Manual of Operations for instructions.

1. Recipient name:

(please print) Reg Use Only

2. a. State of residence of recipient (for residents of USA):

b. Zip or postal code for place of recipient’s residence (USA recipients only): | | | | | |

c. Country if non-resident of USA:

3. Does the recipient have a U.S. Social Security Number (or Canadian Social Insurance Number)? (optional)
1 ]Z[ yes —»

4. Social Security Number/Social InsuranceNumber:| | | | | | | | | |

@ 200 no
30 Transplant Center is not allowed to report this information

Key

® Enter the sequence number of the form to be corrected. The sequence number is listed on both the Daily
Follow-Up Error Report and the Form Error Monthly Summary Report. If the Transplant Center wants to
correct datathat did not generate an error, write “Transplant Center initiated.” In these cases, the sequence
number can be left blank.

Enter the recipient’s seven-digit NM DP identification number.

Enter the recipient’s unique patient number assigned at the Transplant Center. Thisfield is optional.
Enter the Transplant Center code assigned to your center.

Check the box corresponding to the type of stem cell product the recipient received.

Write your initials in the box provided.

Enter the corrected data. If data should be deleted, circle the question on the error form that contains the data to
be deleted and write “ Delete value.”

0 ® © ® © ©
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Appendixe  FOLLOW-UP FORMS RANGE VALIDATION

FORM 120, 520, 620 — Recipient Baseline and Transplant Data

Question Description Valid Range
16 AST (SGOT) >0 - 200
18 AST upper limit of normal 3-70
19 Serum creatinine 0.1 -4 mg/dL or 8.8 - 353.9 umol/L
18 Serum creatinine upper limit of normal
22 Total serum bilirubin 0.2 - 15 mg/dL or 3.5 - 263 pmol/L
24 Total serum bilirubin upper limit of normal 0.2-2.5mg/dL or 3.5 - 43.9 umol/L
25 LDH 30 - 1400
27 LDH upper limit of normal 30 - 1250
42 Height 30 - 200
43 Weight 1-200
48 Total dose 100 - 1600
51 Dose per fraction 10 - 350
52 Number of days 2-6
53 Total number of fractions 2-12
54 Total dose: 100 - 1600
57 Dose per fraction 10 - 250
58 Number of days 2-6
59 Total number of fractions 2-12
60 Total dose 100 - 1600
63 Dose per fraction 10 - 250
64 Number of days 2-6
65 Total number of fractions 2-12
68 CNSirradiation dose 100 - 1800
70 Gonadal irradiation dose 100 - 500
72 Splenic irradiation dose 100 - 1500
74 Residual tumor dose
77 Other siteirradiation 100 - 1600
80a ALG, ALS, ATG, ATS >0 - 15,000
80b Busulfan >0 - 2000
80c Methylprednisilone >0 - 10,000
80d Prednisone >0 - 300
80e Other Corticosteriod >0 - 10,000
80f Cyclophosphamide >0 - 24,000
80g Cytarabine (Ara-C) >0 - 90,000
80h Etoposide >0 - 7500
80i Melphalan >0 - 300
80j Thiotepa >0 - 1250
80k Nitrosourea >0 - 1200
80l Monoclonal antibody >0 - 25,000
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FOLLOW-UP FORMSRANGE VALIDATION

FORM 120, 520, 620 — Recipient Baseline and Transplant Data

Question Description Range
80m Intrathecal methotrexate >0 - 25,000
80n Intrathecal ARA-C
800 Fludarabine
80p Cladribine
80q Other prep drugs >0 - 25,000

86 Nucleated cell count 5.0-50.0
87 Total volume of marrow 100.0 - 2000.0
93 Total volume of marrow infused 10.0 - 2000.0
94 Cell count of infused marrow 5.0 - 350.0
96 Total volume of cryopreserved marrow 1.0- 500.0
97 Nucleated cell count of cryopreserved 1.0-200.0

marrow

FORM 120, 520, 620 Insert | — Acute Myelogenous L eukemia:

Question Description Range

13 WBC 0.1-250.0

14 Blastsin blood 0-99.9

15 Blasts in bone marrow 30.0-99.9

19 Number of metaphases examined 1-100

31 WBC 1.0-50.0

32 Blastsin blood 0-99.9

33 Blasts in bone marrow 0-99.9

FORM 120, 520, 620 Insert |11 — Acute L ymphoblastic L eukemia

Question Description Range

4 WBC 0-500.0

5 Blastsin blood 0-99.9

6 Blasts in bone marrow 0-99.9

10 Number of metaphases examined 1-100

22 WBC 1.0-50.0

23 Blastsin blood 0-99.9

24 Blasts in bone marrow 0-99.9
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FOLLOW-UP FORMSRANGE VALIDATION

FORM 120, 520, 620 Insert |11 — Chronic My

yelogenous L eukemia (CML)

Question Description Valid Range
2 Hemoglobin 5.0-18.0
3 Hematocrit 15.0- 55.0
4 Platelets 20.0 - 1500.0
5 WBC 3.0 - 500.0
6 Eosinophils 0-75.0
7 Basophils 0-75.0
8 Blasts 0-99.9
22 Hemoglobin 50-18.0
23 Hematocrit 15.0-55.0
24 Platel ets 10.0 - 1500.0
25 WBC 1.0-250.0
26 Eosinophils 0-75.0
27 Basophils 0-75.0
28 Blasts 0-99.9
29 Blasts 0-999
Promyelocytes 0-99.9
30 Blasts plus promyelocytes 0-99.9
FORM 120, 520, 620 Insert IV — Other L eukemias
Question Description Valid Range
2 Hemoglobin 5.0-18.0
3 WBC 0.1-500.0
4 Lymphocytes 0-100.0
5 Platel ets 10.0 - 1000.0
6 Blastsin blood 0-99.9
7 Blasts in bone marrow 0-99.9
FORM 120, 520, 620 Insert V — Myelodysplasia/M yelopr olifer ative Disorders
Question Description Valid Range
16 Hemoglobin 5.0-18.0
17 Platelets 10.0 - 1500.0
18 WBC 0.1 - 200.0
19 Neutrophils 0-99
20 Monocytes 0-99
21 Blastsin blood 0-99
25 Blasts in marrow 0-29
27 Number of metaphases 1-100
38 cm below left costal margin 0-30
41 Hemoglobin 5-18
43 Platel ets 10.0 - 1500.0
44 WBC 0.1-200.0
45 Neutrophils 0-99
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FOLLOW-UP FORMSRANGE VALIDATION

FORM 120, 520, 620 Insert V — Myelodysplasia/M yelopr oliferative Disorders

Question Description Valid Range
46 Monocytes 0-99
47 Blasts in blood 0-99
51 Blastsin marrow 0-29
FORM 120, 520, 620 Insert VI —Multiple Myeloma
Question Description Valid Range
4 Serum calcium 75-14.0
5 Serum M component concentration 0-8.0
6 24 hour urine light chain excretion 0-20.0
7 Serum beta 2 microglobulin 0-15.0
FORM 120, 520, 620 Insert VIl — Other Malignancy
Question Description Valid Range
None None None
FORM 120, 520, 620 Insert VIII — Aplastic Anemia
Question Description Valid Range
3 Hemoglobin 2.0-10.0
4 Hematocrit 6.0-40.0
5 RBC 05-4.0
6 Uncorrected reticul ocytes 0-15
7 WBC 0.1-10.0
8 Granulocytes 1.0-99.9
9 Platelets 10.0 - 200.0
15 Hemoglobin 4.0-10.0
16 Hematocrit 12.0-40.0
17 Platelets 10.0 - 100.0
18 WBC 0.1-20.0
19 Granulocytes 0-99.9
20 Blasts 0-20
FORM 120, 520, 620 Insert | X — Hodgkin And Non-Hodgkin Lymphoma
Question Description Valid Range
11 LDH at diagnosis 30 —4000 IU/L (pkat/L not validated)
12 Upper limit of normal for LDH 30 - 1250
174 Size of largest mass (0-20) x (0-20)
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FOLLOW-UP FORMSRANGE VALIDATION

FORM 120, 520, 620 I nsert X — Severe Combined | mmunodeficiency (SCID)

Question Description Valid Range
4 WBC 0.01 —20.00
5 Lymphocytes 0-99.9
6 T cells (CD3 or equivalent) 0-99.9
7 CD4+ cells 0-99.9
8 CD8+ célls 0-99.9
9 B cells (Slg+ or equivalent) 0-99.9
10 NK cells (CD16+ or equivalent) 0-99.9
FORM 120, 520, 620 Insert XI —Wiscott Aldrich Syndrome (WAYS)
Question Description Valid Range
None None None
FORM 130, 530, 630 — 100-Day Follow-Up Visit of Recipient
Question Description Valid Range
19 WBC 0.1-20
20 Neutrophils 0-99.9
23 WBC 0.5-11.0
24 Neutrophils 0-99.9
49 Karnofsky/L ansky score 10- 100
50 Platelet count 5.0 - 500.0
51 Total serum bilirubin 0.2 - 20.0 mg/dL or 3.5 - 350.0 pmol/L
84 Total number of inpatient days 1-100
FORM 130, 530, 630 Insert | — Severe Combined | mmunodeficiency (SCID)
Question Description Valid Range
None None None
FORM 130, 530, 630 Insert || —Wiscott Aldrich Syndrome (WAYS)
Question Description Valid Range
None None None
FORM 130, 530, 630 Insert |11 —Hodgkin And Non-Hodgkin Lymphoma
Question Description Valid Range
None None None
FORM 130, 530, 630 Insert V — L eukodystrophies
Question Description Valid Range
2 Leukocyte galactocerebrosidase
3 Leukocyte aryksulfatase A enzyme activity
4 Mean fasting plasma VLCFA C26:0
FORM 130, 530, 630 Insert VI — Mucopolysaccharidoses
Question Description Valid Range
2 Enzyme level
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FOLLOW-UP FORMSRANGE VALIDATION

FORM 140, 540, 640 Six Month to Two Year Follow-Up of Recipient

Question Description Valid Range
19 WBC 01-2
20 Neutrophils 0-99.9
23 WBC 05-11
24 Neutrophils 0-99.9
47 Karnofsky/L ansky score 10 - 100
48 Platelet count 5-500
49 Total serum bilirubin 0.2 - 20 mg/dL or 3.5 - 350 pmol/L
FORM 150, 550, 650 Y early Follow-Up for Greater Than Two Y ears Post-
Transplant
Question Description Valid Range
None None None
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Appendix F

National Marrow Donor Program®
Search America Search Request

Date:

Transplant Center number:

Name of transplant center contact:

(Please print)

Transplant center address:

Fax number: ( )

Phone number: ( )

RECIPIENT INFORMATION
(If recipient is a minor, use parent address and Social Security Number)

Recipient name:

(Please print)

Last known street address:

City: State: Zip Code:

Last known phone number: ( )

Social Security Number:

Fax or mail this form to:
National Marrow Donor Program
Research Department
Suite 500
3001 Broadway Street NE
Minneapolis, MN 55413

Fax: (612) 362-3497
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Appendix G

National Marrow Donor Program®

Lost to Follow-Up Declaration Unrelated ﬁ;cép;e{g; ’ ‘ ‘ ‘ ’ ‘ ‘ ‘ D
Gootmame: || [ LTI T
Related Unique Recipie.nt ’ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘
Number (UPN):
Registry Use Only Unrelated Recipient Local ’ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘
Sequence and Related D (optional):
Number: Today’s Date: ’ ‘ ’ ‘ ’ ‘ ‘ ‘ TC Code: D]j
Month Day Year
Date . Date of Transplant for which this form ’ H H ‘ ‘ ‘
Received: is being completed: Y Day Vo

Product type: 0 Marrow 0 PBSC 0 Cord blood

A recipient may be declared Lost to Follow-Up on a visit-by-visit basis. A recipient may only be declared Lost to
Follow-Up if the transplant center has been unsuccessful at reaching the recipient at the address and phone

number on file at the transplant center and has requested a search for a current address or phone number
through Trans Union.

1. Follow-up visit for which the recipient is lost to follow-up:
10 130, 530, 630 — 100 days
20 140, 540, 640 — Six months
30 140, 540, 640 — Specify year:
40 150, 550, 650 — Specify year:

2. | verify the following unsuccessful attempts to locate the recipient:
10 yes 20 no Called home and/or work phone numbers — all phone numbers no longer current
10 yes 20 no Sent letter — returned forwarding expired or non-deliverable for some reason
10 yes 20 no International patient — have lost contact
10 yes 20 no Treating physician has not seen patient or has not had any contact in the past year
10 yes 20 no Search request through Search America

3. Signed:

Person completing form

Please print name:

Phone: ( )

Fax: ( )

E-mail address:

Fax or mail this form to:
The NMDP Clinical Research, Suite 500
3001 Broadway St. N.E., Minneapolis, MN 55413

NMDP Form Lost to Follow-Up v1 (1-1) January 2002
Copyright © 2001 National Marrow Donor Program. All rights reserved. Fax: 612/362-3497
For internal use only: Document FO0066 12/21/2001  Replaces: n/a Retain a copy at the transplant center.
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Appendix H

Continuous Process Improvement (CPI) Indicators
for NM DP Forms 120, 520, 620; 130, 530, 630;
140, 540, 640; and 150, 550, 650 (Phase 1)
and Proceduresfor Non-Compliance

The following Continuous Process Improvement (CPI) indicators have been established
for NMDP Transplant Centers regarding data forms submission:

Form 90% submitted within
120, 520, 620 (baseline) 60 days
130, 530, 630 (100 day follow-up) 120 days
140, 540, 640 (6 month to 2 year 90 days
follow-up)
150, 550, 650 (3 year and greater 45 days
follow-up)

Transplant Centers will receive reports three times a year (January, May, September)
listing the number of follow-up forms that were due in a given trimester and the number
and percentage of each that were submitted (error-free) within the specified time

intervals. Reports will be lagged by one trimester to allow 120 days from the due date for
a center to submit the form. For example, the report in January will cover forms that came
due in the previous May through August.

If acenter has fewer than 10 total forms due within areporting period, their evaluation
will be based on the 10 most recent prior due forms. Centers with less than 10 total due
formswill be considered in compliance if they have no more than one overdue form.

Compliance will be enforced according to the following schedule:

1. Both the Medical Director and the Transplant Coordinator of any center that has
submitted less than 90% of total forms due during areporting period will receive a
letter from the NMDP Manager of Clinical Research informing them that their
submission rates are below standards and not meeting CPI indicators. By the next
report (4 months later) the center will be expected to:

a. have completed at least 90% of forms that came due in the new reporting period.
b. bring the cumulative rate for the two most recent periods (the new period and
the period immediately prior) combined up to at least 90%.
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2. If either aor b isnot satisfied at the next report the center will receive aletter from the
chair of the MPI Committee informing them that they are in violation of reporting
standards and may be placed on probation. By the next report the center will be
expected to:

a. have completed at least 90% of forms that came due in the new reporting period.
b. bring the cumulative rate for the three most recent periods (the new period and
two immediately prior) combined up to at least 90%.

3. If either aor bisnot satisfied at the next report the center will receive a second letter
from the chair of the MPI Committee stating that they have been placed on probation
for failure to report sufficient follow-up information. By the next report they will be
expected to:

a. have completed at least 90% of forms that came due in the new reporting period.
b. bring the cumulative rate for the four most recent periods (the new period and
three immediately prior) combined up to at least 90%.

4. If by the next report the stated conditions still have not been met, searches will be
suspended for that Transplant Center. Search privileges would resume as soon as the
conditions given above have been satisfied. The MPI Committee would recommend
site visits and/or termination of NMDP participation at their discretion.

Each report will give numbers of each type of form (120, 520, 620; 130, 530, 630; 140,
540, 640; and 150, 550, 650) that became due within the given period of time aswell as
numbers and percentages of forms received at the NMDP. Totals will also be given for all
forms combined. Results from the two previous periods will be updated and also
displayed on the report. Thus, if a center isin danger of suspended searches because of
missing forms from ayear ago, they will still be able to see those on the current report.
Totalswill also be displayed for al forms that came due prior to two periods ago and all
time through the end of the current period. Finally, a summary of total number of forms
due but not yet received at the NMDP will be given for each type of form.
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Appendix |

Summary
On-site Data Audit Plan of the
National Marrow Donor Program

Audit Cycle

1. Each U.S. Transplant Center will be audited once within a four-year audit cycle.
Transplant Centers will be assigned to one of the yearsin the four-year cycle.

2. Tobeédigiblefor an on-site audit, a Transplant Center must have transplanted a
minimum of ten patients and be located in the U.S.

3. When a Transplant Center joins the NMDP network, the new Transplant Center’ s first
audit will occur in the year following the accrual of the center’ stenth patient.

Patient Selection and Eligibility Requirements

1. The number of patients audited at each transplant center will be between 10 and 25
patients. If a center has performed between 10 and 25 transplants, all patients will be
audited. If a center has performed more than 25 transplants, 25 patients will be
randomly selected for audit.

2. A patient isnot eligible for audit until both a Form 120, 520, 620 and Form 130, 530,
630 have been submitted to the NMDP.

3. Patientswill not be selected for audit more than once.

Forms and Data Fields

1. Forms 120, 520, 620; 130, 530, 630; 140, 540, 640; 150, 550, 650; 190, 590, 690;
580; 680; and corresponding inserts will be audited. See Attachment 1 for a complete
listing of form versions included in the audit. Randomly selected fields on al forms
for each patient will be audited.

2. Certain datafields, called critical fields, will be audited for every patient included in
the audit. Critical fields have been identified as being essentia to the accurate
completion of outcome analyses. See Attachment 2 for a complete listing of critica
fields.
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M ethodology

1. Monitorswill compare the data submitted to the STAR" Database with datain the
patient’s medical record chart.

2. Discrepancies will be categorized into one of three groups: no documentation,
interpretation errors, and errors of omission.

Audit Analysisand Reports

1. Transplant centers will receive an audit report stating their center’ s overall error rate,
critical field error rate, random field error, and frequencies of error types (e.g., no
documentation, interpretation errors, errors of omission). The report will also include
adiscussion of the results.

3. Cyclereports summarizing audit results for all transplant centers combined will be
prepared for Research and Publications Committee, the Donor/Patient Safety
Monitoring Committee and the Membership and Process Improvement Committee.
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Attachment 1

Form VersionsIncluded in the Audit

Form 120, 520, 620 v6, v7, v8 Recipient Baseline and Transplant Data
Form 120, 520, 620 — Inserts

Insert | v1, v2 Acute Myelogenous Leukemia

Insert Il v1, v2 Acute Lymphoblastic Leukemia

Insert 111 v1, v2 Chronic Myelogenous Leukemia (CML)

Insert IV v1, v2 Other Leukemias

Insert V v1, v2 Myelodysplasia/ Myeloproliferative Disorders

Insert VI vi, v2 Multiple Myeloma

Insert VII v, v2 Other Malignancy
Insert VIII v1, v2 Aplastic Anemia

Insert IX v1 Hodgkin and Non-Hodgkin Lymphoma
Insert X v1 Severe Combined Immunodeficiency (SCIDS)
Inert X1 v1 Wiskott Aldrich’s Syndrome (WAS)
Insert X111l v1 Leukodystrophies
Insert X1V v1 Mucopolysaccharidoses and Other Storage Diseases
Insert XV vl Chediak-Higashi Syndrome
Insert XVI vl Hemophagocytic Lymphohistiocytosis
Insert XVII v1 X-Linked Lymphoproliferative Disease
Form 580 v2 Filgrastim Mobilized PBSC Protocol — Transplant Center PBSC
Product Analysis
Form 680 v1 Cord Blood Unit Supplement
Form 130, 530, 630 v7, v8, v9 100-Day Follow-Up Visit of Recipient
Form 130, 530, 630 — Inserts
Insert | v1 Severe Combined Immunodeficiency (SCIDS)
Insert Il v1 Wiscott-Aldrich Syndrome (WAS)
Insert 111 v1 Post-Transplant Information for Hodgkin and Non-Hodgkin
Lymphoma
Insert V vl Leukodystophies 100-day Follow-Up Visit of Recipient
Insert VI v1 Mucopolysaccharidoses 100-day Follow-Up Visit of Recipient
Insert VIII v1 Chediak-Higashi Syndrome Post-Transplant Follow-Up Form
Insert IX v1 Hemophagocytic Lymphohistiocytosis Post-Transplant Follow-
Up Form
Insert X v1 X-Linked Lymphoproliferative Disease Post-Transplant Follow-
Up Form
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Form 140, 540, 640 v4, v5, v6 Six Month to Two Y ear Follow-Up Visit of

Recipient
Form 140, 540, 640 — Inserts
Insert | v1 Severe Combined Immunodeficiency (SCIDS)
Insert Il v1 Wiscott-Aldrich Syndrome (WAS)
Insert 111 v1 Post-Transplant Information for Hodgkin and Non-Hodgkin
Lymphoma
Insert V vl Leukodystophies Annual Follow-Up Visit of Recipient
Insert VI v1 Mucopolysaccharidoses Annual Follow-Up Visit of Recipient
Insert VIII v1 Chediak-Higashi Syndrome Post-Transplant Follow-Up Form
Insert IX v1 Hemophagocytic Lymphohistiocytosis Post-Transplant Follow-
Up Form
Insert X v1 X-Linked Lymphoproliferative Disease Post-Transplant Follow-
Up Form
Form 150, 550, 650 v1, v2, v3 Y early Follow-Up for Greater Than Two Y ears
Post-Transplant
Insert 111 v1 Post-Transplant Information for Hodgkin and Non-Hodgkin
Lymphoma
Insert V vl Leukodystophies Annual Follow-Up Visit of Recipient
Insert VI v1 Mucopolysaccharidoses Annual Follow-Up Visit of Recipient
Form 190, 590, 690 v3, v4, v5 Recipient Death Information
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Attachment 2

Current List of Critical Fields

Field Form
Disease 120, 520, 620
Disease Stage 120, 520, 620 Insert
Diagnosis Date 120, 520, 620 Insert
Patient Birth Date 120, 520, 620
Patient CMV Status 120, 520, 620
Patient Race 120, 520, 620
Karnofsky Score at Transplant 120, 520, 620
Infusion Date 120, 520, 620
Pre-Conditioning Drugs Indicator 120, 520, 620
Cy, Bu, Ara-c, VP-16, Other Drugs 120, 520, 620
Radiation Indicator 120, 520, 620
Irradiation Field Code 120, 520, 620
TBI Dose 120, 520, 620
Stem cell Manipulated Indicator 120, 520, 620
Manipulated for GVHD Indicator 120, 520, 620

Contact Date

130, 530, 630/140, 540, 640/150, 550, 650

Death Indicator

130, 530, 630/140, 540, 640/150, 550, 650

Engraftment Code

130, 530, 630/140, 540, 640

Engraftment Date

130, 530, 630/140, 540, 640

Subsequent Decline Date

130, 530, 630/140, 540, 640

Disease Status

130, 530, 630/140, 540, 640/150, 550, 650

Relapse Date

130, 530, 630/140, 540, 640

Second Infusion Indicator

130, 530, 630/140, 540, 640/150, 550, 650

Second Infusion Date

130, 530, 630/140, 540, 640/150, 550, 650

Acute GVHD Indicator

130, 530, 630/140, 540, 640

Date of Onset 130, 530, 630/140, 540, 640
Skin involvement 130, 530, 630/140, 540, 640
Intestinal Tract 130, 530, 630/140, 540, 640
Liver 130, 530, 630/140, 540, 640
Chronic GVHD Indicator 130, 530, 630/140, 540, 640/150, 550, 650
Date of Onset 130, 530, 630/140, 540, 640
Organ Involvement 130, 530, 630/140, 540, 640
Karnofsky Score 130, 530, 630/140, 540, 640/150, 550, 650
Date of Death 190, 590, 690
Cause of Death 190, 590, 690
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Appendix J

Helpful Numbers

Clinical Research Specialist

Fax: 612/362-3497
E-mail: kgardner@nmdp.org

Name Phone/Fax/E-mail Area
Marie Matlack Phone: 612/627-5811 Data requests, TransLink
Clinical Research Fax: 612/362-3497 (questions about forms due
Supervisor E-mail: mmatlack@nmdp.org | report and CPI only)
Kay Gardner Phone: 612/362-3439 Recipient baseline and follow-up

forms, Phase |l CPI

Christina Olson
Clinical Research Assistant

Phone: 612/884-8443
Fax: 612/362-3497
E-mail: colson@nmdp.org

Recipient baseline and follow-up
forms, Phase Il CPI

Sheryl Tasky
Clinical Research Assistant

Phone: 612/884-8442
Fax: 612/362-3497
E-mail: stasky@nmdp.org

Recipient baseline and follow-up
forms, Phase Il CPI

Donna Smith
Clinical Research Specialist

Phone: 612/617-8314
Fax: 612/362-3497
E-mail: dsmith@nmdp.org

Recipient baseline and follow-up
forms, Phase Il CPI

Laurie Ladwig
Clinical Research Specialist

Phone: 612/362-3454
Fax: 612/362-3497
E-mail: lladwig@nmdp.org

Recipient baseline and follow-up
forms, Phase Il CPI

Judy Brusseau

Quality Assurance
Supervisor

Phone: 612/884-8420
Fax: 612/362-3497
E-mail: jbrussea@nmdp.org

Data entry, monthly reports
(114s, Forms Due Report, Error
Report)

Randy Krunkkala
Quality Control Specialist

Phone: 612/627-5868
Fax: 612/627-5895
E-mail: rkrunkka@nmdp.org

Data entry, monthly reports
(114s, Forms Due Report, Error
Report)
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Conversion Chart

Feet/Inchesto Centimeters
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ft./in. inches| cm ft./in. inches| cm ft./in. inches| cm ft./in. inches| cm
3ft.0in. (36) 914 | 4ft.0Oin. (48) 1219 | 5ft.0in. (60) | 1524 |6ft.0in. (72) |182.9
3ft. 1in. (37) 939 4ft.1in. (49) 1245 | 5ft. 1in. (61) | 1549 |6ft.1in (73) | 1854
3ft. 2in. (38) 96.5 | 4ft. 2in. (50) 127.0 | 5ft. 2in. (62) | 1575 |[6ft. 2in. (74) |188.0
3ft. 3in. (39) 99.0 | 4ft. 3in. (51) 132.1 | 5ft. 3in. (63) | 160.0 |6ft.3in. (75) | 190.5
3ft. 4in. (40) 101.6 | 4ft. 4in. (52 1295 | 5ft. 4in. (64) |162.6 |6ft.4in. (76) | 193.0
3ft.5in. (41) 104.1 | 4ft.5in. (53) 1346 | 5ft.5in. (65) |165.1 |[6ft.5in. (77) | 195.6
3ft.6in. (42 106.6 | 4ft. 6in. (54 137.2 | 5ft.6in. (66) |167.6 |6ft.6in. (78) | 198.1
3ft. 7in. (43) 109.2 | 4ft. 7in. (55) 139.7 | 5ft. 7in. (67) |170.2 |6ft.7in. (79) | 200.7
3ft. 8in. (44) 111.7 | 4ft. 8in. (56) 142.2 | 5ft. 8in. (68) |172.7 |6ft.8in. (80) | 203.2
3ft.9in. (45) 114.3 | 4ft. 9in. (57) 1448 | 5ft. 9in. (69) |175.3 |[6ft.9in. (81) | 205.7
3ft.10in. | (46) 116.8 | 4ft.10in. | (58) 1473 | 5ft. 10in. | (70) | 177.8
3ft.11in. | (47) 1193 | 4ft. 11in. | (59) 1499 |5ft.11in. | (71) | 180.3

Formula
1inch = 2.54 centimeters (cm)
To convert inches to centimeters. X inchesx 2.54 =X cm
Example: 29inchesx 2.54 =73.7 cm
Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.
Page 329 of 357

Verified: 12/21/2001
Approved: 12/21/2001
Signatures on file at NMDP

M xipueddy



Appendix L

Conversion Chart
Poundsto Kilograms

L B. KG |LB KG | LB. KG | LB. KG | LB KG | LB. KG

80 36.4 | 110 50.0 | 140 63.6 | 170 77.3 | 200 90.9| 230 1045
81 36.8 | 111 50.5| 141 64.1| 171 77.7) 201 914|231 1050
82 37.3| 112 50.9 | 142 64.5| 172 78.2 | 202 91.8| 232 1055
83 37.7| 113 51.4| 143 65.0 | 173 78.6 | 203 9231233 1059
84 382|114 51.8 | 144 65.5| 174 79.1| 204 92.71 234 106.4
85 38.6 | 115 52.3 | 145 65.9 | 175 79.5| 205 932|235 106.8
86 39.1 | 116 52.7 | 146 66.4 | 176 80.0 | 206 93.6|236 107.3
87 395|117 53.2 | 147 66.8 | 177 80.5 | 207 941|237 107.7
88 40.0 | 118 53.6 | 148 67.3| 178 80.9 | 208 945|238 108.2
89 40.5 | 119 54.1| 149 67.7 | 179 81.4 | 209 95.0| 239 108.6
90 40.9 | 120 54.5| 150 68.2 | 180 81.8 | 210 955|240 109.1
91 414|121 55.0| 151 68.6 | 181 823|211 959|241 1095
92 41.8 | 122 55.5| 152 69.1 | 182 82.7| 212 96.4| 242 1100
93 42.3 | 123 55.9 | 153 69.5 | 183 83.2| 213 96.8| 243 1105
94 42.7 | 124 56.4 | 154 70.0 | 184 83.6 | 214 973|244 1109
95 43.2 | 125 56.8 | 155 70.5| 185 84.1| 215 9771245 1114
96 43.6 | 126 57.3 | 156 70.9 | 186 84.5| 216 98.2| 246 1118
97 44.1 | 127 57.7 | 157 71.4 | 187 85.0 | 217 98.6| 247 1123
98 445 | 128 58.2 | 158 71.8 | 188 85.5| 218 99.1|248 1127
99 45.0 | 129 58.6 | 159 72.3| 189 85.9 | 219 995|249 1132
100 45.5 | 130 59.1 | 160 72.7| 190 86.4|220 100.0|250 113.6
101 459 | 131 59.5| 161 73.2| 191 86.8|221 1005|251 1141
102 46.4 | 132 60.0 | 162 73.6 | 192 873|222 1009|252 1145
103 46.8 | 133 60.5 | 163 74.1| 193 87.71223 1014|253 1150
104 473|134 60.9 | 164 745|194 88.2|1224 1018|254 1155
105 47.7 | 135 61.4 | 165 75.0| 195 88.6|225 1023|255 1159
106 48.2 | 136 61.8 | 166 755|196 89.1|226 102.7|256 1164
107 48.6 | 137 62.3 | 167 75.9 | 197 895|227 103.2|257 116.8
108 49.1 | 138 62.7 | 168 76.4 | 198 90.0| 228 103.6|258 117.3
109 49.5 | 139 63.2 | 169 76.8 | 199 90.5] 229 041|259 117.7

Formula

1 pound = .4535 kilogram
To convert from pounds to kilograms: X pounds x .4535 = X kilograms
Example: 63 Ibs. x .4535 = 28.6 kg
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Appendix M

ALPHABETIZED LISTING
5+2
6-mercaptopurine
6-MP
6-Thioguanine
7+3

8inl
Abelcet
ABV
ABVD
AC

AC

ACe

ACNU
Actimmune
acyclovir
ADIC
Adriamycin
Adriblastin
Aeroseb-Dex
Aeroseb-HC
Alexan
Alfernon F
Alkeran
Amethopterin
amphotericin
Ancoban
anti-CD5/ricin
AP
Arabinosylcytosine
Arabitin

Drug List

CATEGORY
AML INDUCTION REGIMEN
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC
AML INDUCTION REGIMEN

BRAIN TUMORS REGIMEN (pediatrics)
ANTIFUNGAL

KAPOSI'S SARCOMA REGIMEN
HODGKIN'SLYMPHOMA REGIMEN
BREAST CANCER REGIMEN
SARCOMA REGIMEN

BREAST CANCER (metastatic or recurrent)
REGIMEN

ANTINEOPLASTIC

BIOLOGICAL RESPONSE MODIFIERS
ANTIVIRAL

SARCOMA REGIMEN
ANTINEOPLASTIC
ANTINEOPLASTIC

TOPICAL CORTICOSTEROIDS
TOPICAL CORTICOSTEROIDS
ANTINEOPLASTIC

BIOLOGICAL RESPONSE MODIFIERS
ANTINEOPLASTIC
ANTINEOPLASTIC

ANTIFUNGAL

ANTIFUNGAL

IMMUNOTOXIN

OVARION, ENDOMETRIAL CANCER REGIMEN
ANTINEOPLASTIC
ANTINEOPLASTIC

OTHER NAMESFOR THISDRUG
cytarabine, daunorubicin
mercaptopurine
mercaptopurine
6-Thioguanine, Lanvis (CAN), TG
cytarabine with daunorubicin or idarubicin or mitoxantrone
methyl prednisolone, vincristine, methyl-CCNU, procarbazine,
hydroxyurea, cisplatin, cyclophosphamide or dacarbazine
amphotericin
doxorubicin, bleomycin, vinblastine
doxorubicin, bleomycin, vinblastine, decarbazine
doxorubicin, cyclophosphamide
doxorubicin, cisplatin

cyclophosphamide, doxorubicin
nitrosourea

interferon gamma

Avirax, Zovirax
doxorubicin, dacarbaazine
doxorubicin

doxorubicin
dexamethosone
hydrocortisone

cytarabine

interferon alpha
melphalan

methotrexate

Abelcet, Fungizone
flucytosine

Xomazyme

doxorubicin, cisplatin
cytarabine

cytarabine
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ALPHABETIZED LISTING
AraC
Aracytine
Aristopan
Artistocort A
asparaginase (L-asparaginase)
ATG/ALG
ATGAM
Avirax
azathioprine

BACOP

Bactrim
Basiliximab
BCNY or BICNY

BCVPP
beclomethazone
Beclovant
Beconase
Belustine

BEP
BHAS-behenoyl
BiCNU

BIP

Blenoxane
bleomycin
Blephamide Liquifilm
BLM

BOMP

busulfan

CAE

CAF

CATEGORY
ANTINEOPLASTIC
ANTINEOPLASTIC
TOPICAL CORTICOSTEROIDS
TOPICAL CORTICOSTEROIDS
ANTINEOPLASTIC
IMMUNQOSUPPRESSIVES
IMMUNQOSUPPRESSIVES
ANTIVIRAL
IMMUNQOSUPPRESSIVES

NON-HODGKIN'SLYMPHOMA REGIMEN
ANTI-INFECTIVE/ ANTIBACTERIAL /
ANTIPROTOZOAL

MONOCLONAL ANTIBODIES
ANTINEOPLASTIC

HODGKIN'SLYMPHOMA INDUCTION REGIMEN
SYSTEMIC CORTICOSTEROIDS
SYSTEMIC CORTICOSTEROIDS
SYSTEMIC CORTICOSTEROIDS
ANTINEOPLASTIC

TESTICULAR CANCER REGIMEN
ANTINEOPLASTIC

ANTINEOPLASTIC

CERVICAL CANCER REGIMEN
ANTINEOPLASTIC/ANTIBIOTIC
ANTINEOPLASTIC/ANTIBIOTIC
TOPICAL CORTICOSTEROIDS
ANTINEOPLASTIC/ANTIBIOTIC
CERVICAL CANCER REGIMEN
ANTINEOPLASTIC

LUNG CANCER REGIMEN

BREAST CANCER, METASTATIC DISEASE
REGIMEN

OTHER NAMESFOR THISDRUG
cytarabine
cytarabine
triamcinolone
triamcinolone
colaspase, Elspar, Kidrolase (CAN)
ATGAM
ATG/ALG
acyclovir
Imuran
bleomycin, doxorubicin, cyclophosphamide, vincristine,
prednisone

trimethoprim/sulfamethoxazole (TMP/SM X)
Simulect

nitrosourea

carmustine, cyclophosphamide, vinblastine, procarbazine,
prednisone

Beclovant, Beconase, Vancanase
beclomethasone

beclomethasone

nitrosourea

bleomycin, etoposide, cisplatin

cytarabine

nitrosourea

bleomycin, ofosfamide, cisplatin, mesna
bleomycin

Blenoxane, BLM

prednisolone acetate

bleomycin

bleomycin, vincristine, cisplatin, mitomycin
Myleran

cyclophosphamide, doxorubicin, etoposide

cyclophosphamide, doxorubicin, fluorouracil
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ALPHABETIZED LISTING

CAL-G
camIG, cam T, campath IM
CAMP

CAP
Carmustine
CAV
CAVE

CcC

CCNU
CCNU or CeeNU
CDDP
CDDP/IVP
CeeNu
ceftazidime
CellCept
Ceptaz
Cerubidine
CEV

CF

CF

CFM (CNF/FNC)
CHAP

ChiVPP

ChiVPP/EVA
chlorambucil
CHOP

CHOP-BLEO
Ciloxin (CAN)
Cipro, Cipro 1V

CATEGORY

ALL REGIMEN

MONOCLONAL ANTIBODIES

LUNG CANCER REGIMEN

NON-SMALL CELL CARCINOMA OF THE LUNG
REGIMEN

ANTINEOPLASTIC

SMALL CELL LUNG CANCER REGIMEN
SMALL CELL LUNG CANCER REGIMEN
OVARION CANCER REGIMEN
ANTINEOPLASTIC

ANTINEOPLASTIC

ANTINEOPLASTIC

PEDIATRIC BRAIN TUMORS REGIMEN
ANTINEOPLASTIC

ANTI-INFECTIVE/ ANTIBIOTIC
IMMUNOSUPPRESSIVES
ANTI-INFECTIVE/ ANTIBIOTIC
ANTINEOPLASTIC

SMALL CELL LUNG CANCER REGIMEN
ADENOCARCINOMA, HEAD AND NECK
CANCER REGIMEN

HEAD AND NECK CANCER REGIMEN
BREAST CANCER REGIMEN

OVARION CANCER REGIMEN
HODGKIN'SLYMPHOMA REGIMEN

HODGKIN'SLYMPHOMA REGIMEN
ANTINEOPLASTIC
NON-HODGKIN'SLYMPHOMA REGIMEN

NON-HODGKIN'SLYMPHOMA REGIMEN
ANTI-INFECTIVE / ANTIBACTERIAL
ANTI-INFECTIVE/ ANTIBACTERIAL

OTHER NAMESFOR THISDRUG
asparaginase or pegaspargase, cyclophosphamide,
daunorubicin, vincristine, prednisone

cyclophosphamide, doxorubicin, methotrexate, procarbazine

cyclophosphamide, doxorubicin, cisplatin

nitrosourea

cyclophosphamide, doxorubicin, vincristine
cyclophosphamide, doxorubicin, vincristine, etoposide
cisplatin, cyclophosphamide

lomustine

nitrosourea

cisplatin

cisplatin, etoposide

lomustine

Ceptaz, Fortaz, Tazicef, Tazidime

Mycophenolate Mofetil (MMF)

ceftazidime

daunorubicin

cyclophosphamide, etoposide 1V, etoposide PO, vincristine

cisplatin, fluouracil

carboplatin, fluouracil

cyclophosphamide, fluouracil, mitoxantrone
cyclophosphamide, altretamine, doxorubicin, cisplatin
chlorambucil, vinblastine, procarbazine, prednisone
chlorambucil, vinblastine, procarbazine, prednisone, etoposide,
doxorubicin

Leukeran

cyclophosphamide, doxorubicin, vincristine, prednisone
bleomycin, cyclophosphamide, doxorubicin, vincristine,
prednisone

ciprofloxacin hydrochloride

ciprofloxacin hydrochloride
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ALPHABETIZED LISTING
ciprofloxacin hydrochloride
CISCA
CISCA/VBIiv
cisplatin
C-Kit Ligand
cladribine
clotrimazole

CMF
CMFP

CMFVP
CMV
CcoB
CODE
colaspase

COMLA
COMP
COP

COP-BLAM

COPE

COPP

COPP or "C" MOPP
cortisone

cortisone

Cortisporin cream
Cortisporin cream/ointment
Cortone

CP

CP

CSA or CYA (cyclosporine)

CATEGORY
ANTI-INFECTIVE / ANTIBACTERIAL
BLADDER CANCER REGIMEN
GERM CELL TUMORS, ADVANCED REGIMEN
ANTINEOPLASTIC
BIOLOGICAL RESPONSE MODIFIERS
ANTINEOPLASTIC
ANTIFUNGAL
BREAST CANCER (metastatic or recurrent)
REGIMEN
BREAST CANCER, METASTATIC DISEASE
REGIMEN
BREAST CANCER (metastatic or recurrent)
REGIMEN
BLADDER CANCER REGIMEN
HEAD AND NECK CANCER REGIMEN
SMALL CELL LUNG CANCER REGIMEN
ANTINEOPLASTIC

NON-HODGKIN'SLYMPHOMA REGIMEN
HODGKIN'SLYMPHOMA REGIMEN (pediatrics)
NON-HODGKIN'SLYMPHOMA REGIMEN

NON-HODGKIN'SLYMPHOMA REGIMEN
SMALL CELL LUNG CANCER REGIMEN
HODGKIN'SLYMPHOMA REGIMEN (pediatrics)
NON-HODGKIN'SLYMPHOMA REGIMEN
SYSTEMIC CORTICOSTEROIDS

TOPICAL CORTICOSTEROIDS

TOPICAL CORTICOSTEROIDS

TOPICAL CORTICOSTEROIDS

SYSTEMIC CORTICOSTEROIDS

CHRONIC LYMPHOCYTIC LEUKEMIA REGIMEN
OVARION CANCER REGIMEN
IMMUNOSUPPRESSIVES

OTHER NAMESFOR THISDRUG
Ciloxin (CAN), Cipro, Cipro IV
cyclophosphamide, doxorubicin, cisplatin
cyclophosphamide, doxorubicin, cisplatin, vinblastine
CDDP, Platinol, Platinol-AQ
stem cell factor (SCF)
Leustatin
Lotrimin, Mycelex

cyclophosphamide, methotrexate, fluorouracil
cyclophosphamide, methotrexate, fluououracil, prednisone

CMF, vincristine, prednisone

cisplatin, methotrexate, vinblastine

cisplatin, vincristine, bleomycin

cisplatin, vincristine, doxorubicin, etoposide
asparaginase (L-asparaginase)

cyclophosphamide, vincristine, methotrexate, calcium
leucovorin rescue, cytarabine

cyclophosphamide, vincristine, methotrexate, prednisone
cyclophosphamide, vincristine, prednisone
cyclophosphamide, vincristine, prednisone, bleomycin,
doxorubicin, procarbazine

cyclophosphamide, vincristine, cisplatin, etoposide
cyclophosphamide, vincristine, procarbazine, prednisone
cyclophosphamide, vincristine, procarbazine, prednisone
Cortone

Cortisporin cream

cortisone

hydrocortisone

cortisone

chlorambucil, prednisone

cyclophosphamide, cisplatin

Neoral, Sandimmune
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ALPHABETIZED LISTING
cT

cvD

CVI (VIC)

CVP

CVPP

CY-VA-DIC
cyclophosphamide (CTX)
cyclosporine (CSA or CYA)

cytarabine
Cytosar-U
Cytosine arabinoside
Cytovene
Cytoxan (CTX)
D-3+7

DA
dacarbazine
Daclizumab
DAL

Dalaone

DAT
Daunoblastin
Daunomycin
daunorubicin
DAV

DCT (DAT, TAD)
Decadron
Deltasone
Depo-medrol
desoximetasone
DEX
dexamethasone

CATEGORY
OVARION CANCER REGIMEN
MALIGNANT MELANOMA REGIMEN
LUNG CANCER REGIMEN

NON-HODGKIN'SLYMPHOMA REGIMEN

HODGKIN'SLYMPHOMA REGIMEN

SOFT TISSUE SARCOMAS, ADULT SARCOMAS

REGIMEN
ANTINEOPLASTIC
IMMUNOSUPPRESSIVES

ANTINEOPLASTIC

ANTINEOPLASTIC

ANTINEOPLASTIC

ANTIVIRAL

ANTINEOPLASTIC

AML INDUCTION REGIMEN

AML INDUCTION REGIMEN (pediatrics)
ANTINEOPLASTIC

MONOCLONAL ANTIBODIES

AML INDUCTION REGIMEN (pediatrics)
SYSTEMIC CORTICOSTEROIDS

AML INDUCTION REGIMEN (pediatrics)
ANTINEOPLASTIC

ANTINEOPLASTIC

ANTINEOPLASTIC

AML INDUCTION REGIMEN (pediatrics)
AML INDUCTION REGIMEN
SYSTEMIC CORTICOSTEROIDS
SYSTEMIC CORTICOSTEROIDS
SYSTEMIC CORTICOSTEROIDS
TOPICAL CORTICOSTEROIDS
MULTIPLE MYELOMA REGIMEN
SYSTEMIC CORTICOSTEROIDS

OTHER NAMESFOR THISDRUG
cisplatin, paclitaxel
cisplatin, vinblastine, dacarbazine
carboplatin, etoposide, ifosfamide, mesna
cyclophosphamide, vincristine, prednisone
lomustine, vinblastine, procarbazine, prednisone

cyclophosphamide, vincristine, doxorubicin, dacarbazine
Cytoxan (CTX), Endoxan, Neosar

Sandimmune, Neoral

Alexan, Ara-C, Arabinosylcytosine, Arabitin, Aracytine,
BHAS-behenoyl, Cytosar-U, Cytosine arabinoside, Erpalfa,
Iretin, Udicil

cytarabine

cytarabine

ganciclovir/DHPG

cyclophosphamide

daunorubicin, cytarabine

daunorubicin, cytarabine

DTIC, DTIC-Dome, imidazole carboxamide

Zenapax

cytarabine, daunorubicin, asparaginase

dexamethasone

daunorubicin, cytarabine, 6-thioguanine

daunorubicin

daunorubicin

Cerubidine, Daunomycin, Daunoblastin, Rubidomycin
daunorubicin, cytarabine, etoposide

daunorubicin, cytarabine, thioguanine

dexamethasone

prednisone

methylprednisolone

Topicort

dexamethasone

Dalalone, Decadron, Hexadrol
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ALPHABETIZED LISTING
dexamethosone
DHAP
DHPG (ganciclovir)
DI
Diflucan
Doxil

doxorubicin

DTIC

DTIC-Dome

DVP

EAP

EC

EDAP

EFP

ELF

Elspar

EMA 86

Endoxan

EP
Epipodophylotoxin
Epogen

Erpalfa
erythropoietin (Epoetin Alfa)
ESHAP
Etopophos

etoposide
EVA

FAC

FAM
famciclovir

CATEGORY
TOPICAL CORTICOSTEROIDS
HODGKIN'SLYMPHOMA REGIMEN
ANTIVIRAL
SOFT TISSUE SARCOMA REGIMEN
ANTIFUNGAL
ANTINEOPLASTIC

ANTINEOPLASTIC

ANTINEOPLASTIC

ANTINEOPLASTIC

ALL INDUCTION REGIMEN

GASTRIC, SMALL BOWEL CANCER REGIMEN
SMALL CELL LUNG CANCER REGIMEN
MULTIPLE MYELOMA REGIMEN

GASTRIC, SMALL BOWEL CANCER REGIMEN
GASTRIC CANCER REGIMEN
ANTINEOPLASTIC

ALL INDUCTION REGIMEN
ANTINEOPLASTIC

ADENOCARCINOMA REGIMEN
ANTINEOPLASTIC

BIOLOGICAL RESPONSE MODIFIERS
ANTINEOPLASTIC

BIOLOGICAL RESPONSE MODIFIERS
NON-HODGKIN'SLY MPHOMA REGIMEN
ANTINEOPLASTIC

ANTINEOPLASTIC

HODGKIN'SLYMPHOMA REGIMEN

BREAST CANCER, METASTATIC DISEASE
REGIMEN

GASTRIC CARCINOMA, ADENOCARCINOMA
REGIMEN

ANTIVIRAL

OTHER NAMESFOR THISDRUG
Aeroseb-Dex, TobraDex
dexamethasone, cisplatin, cytarabine
Cytovene, Vitrasert
doxorubicin, ifosfamide, mesna
fluconazole
doxorubicin
Adriamycin, Adriblastin, Doxil, Farmiblastina,
Hydrocyldaunorubicin, Rubex
dacarbazine
dacarbazine
daunorubicin, vincristine, prednisone
etoposide, doxorubicin, cisplatin
etoposide, carboplatin
etoposide, dexamethasone, cytarabine, cisplatin
etoposide, fluouracil, cisplatin
etoposide, leucovorin, fluouracil
asparaginase (L-asparaginase)
cytarabine, etoposide, mitoxantrone
cyclophosphamide
etoposide, cisplatin
etoposide
erythropoietin (epoetin alfa)
cytarabine
Epogen, Procrit
etoposide, cisplatin, cytarabine, methyl prednisolone
etoposide

Epipodophylotoxin, Etopophos, VePesid, Vetoposide, VP-16-

213, VP-16
etoposide, vinblastine, doxorubicin

fluorouracil, doxorubicin, cyclophosphamide

fluorouracil, doxorubicin, mitomycin
Famvir
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ALPHABETIZED LISTING
FAMe
FAMTX
Famvir
FAP
Farmiblastina
F-CL (FU/LV)
FED
filgrastim (G-CSF)
FK506 (tacrolimus)
FL
Fle
Floxin
fluconazole
flucytosine
fludarabine
Fludara
Fortaz
foscarnet
Foscavir
Fungizone
Fz
Gamastan

Gamimune N
Gammaguard

Gammar - 1V
ganciclovir (DHPG)
G-CSF (filgrastim)
gemcitabine

Gemzar

GM-CSF (sargramostim)
HDMTX

Hexadrol

CATEGORY
GASTRIC CANCER REGIMEN
GASTRIC CANCER REGIMEN
ANTIVIRAL
GASTRIC CANCER REGIMEN
ANTINEOPLASTIC
COLORECTAL CANCER REGIMEN
LUNG CANCER REGIMEN
BIOLOGICAL RESPONSE MODIFIERS
IMMUNOSUPPRESSIVES
PROSTATE CANCER REGIMEN
COLORECTAL CANCER REGIMEN
ANTI-INFECTIVE/ ANTIBACTERIAL
ANTIFUNGAL
ANTIFUNGAL
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTI-INFECTIVE/ ANTIBIOTIC
ANTIVIRAL
ANTIVIRAL
ANTIFUNGAL
PROSTATE CANCER REGIMEN
IMMUNE SERUM
IMMUNE SERUM / POLYCLONAL GAMMA
GLOBULIN
IMMUNE SERUM / POLY CLONAL GAMMA
GLOBULIN
IMMUNE SERUM / POLYCLONAL GAMMA
GLOBULIN
ANTIVIRAL
BIOLOGICAL RESPONSE MODIFIERS
ANTINEOPLASTIC
ANTINEOPLASTIC
BIOLOGICAL RESPONSE MODIFIERS
SARCOMA REGIMEN
SYSTEMIC CORTICOSTEROIDS

OTHER NAMESFOR THISDRUG
fluouracil, doxorubicin, semustine
fluouracil, doxorubicin, methotrexate, leucovorin
famciclovir
fluouracil, doxorubicin, cisplatin
doxorubicin
fluouracil, leucovorin
fluouracil, etoposide, cisplatin
Neupogen
Prograf
flutamide, leuprolide acetate or leuprolide depot
fluouracil, levamisole
ofloxacin
Diflucan
Ancoban
Fludara
fludarabine
ceftazidime
Foscavir
foscarnet
amphotericin
flutamide, goserelin acetate
polyclonal IV gamma globulin (IGIV)

polyclonal IV gamma globulin (IGIV)
polyclonal IV gamma globulin (IGIV)

polyclonal IV gamma globulin (IGIV)
Cytovene, Vitrasert

Neupogen

Gemzar

gemcitabine

Leukine

methotrexate, leucovorin
dexamethasone
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ALPHABETIZED LISTING
HiDAC
HN2
Hycamtin
Hydrea
hydrocortisone
Hydrocyldaunorubicin
hydroxyurea
[-3+7
Idamycin
Idamycin
idarubicin
idarubicin
IE
Ifex
ifosfamide
IfovP
IGIV (polyclona 1V gamma
globulin)
imidazole carboxamide
Imuran
interferon alpha
interferon gamma
interleukin-2 (IL-2), interleukin-3
(IL-3)
intraveneous immune globulin
(IVIG)
Intron
Iretin
itraconazole

Iveegam
ketoconazole
Kidrolase (CAN)
Lanvis (CAN)
LCR

Leukeran

CATEGORY
AML CONSOLIDATION REGIMEN
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC

TOPICAL CORTICOSTEROIDS
ANTINEOPLASTIC
ANTINEOPLASTIC

AML INDUCTION REGIMEN
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC

SARCOMA REGIMEN
ANTINEOPLASTIC
ANTINEOPLASTIC

SaRCOMA REGIMEN (pediatrics)

IMMUNE SERUM

ANTINEOPLASTIC
IMMUNOSUPPRESSIVES
BIOLOGICAL RESPONSE MODIFIERS
BIOLOGICAL RESPONSE MODIFIERS

BIOLOGICAL RESPONSE MODIFIERS

OTHER NAMESFOR THISDRUG
cytarabine
mechlorethamine
topotecan hydrochloride
hydroxyurea
Aeroseb-HC, Cortisporin cream/oi ntment
doxorubicin
Hydrea, Latalir, OncoCarbide
idarubicin, cytarabine
idarubicin
idarubicin
Idamycin
Idamycin
ifosfamide, etoposide, mesna
ifosfamide
Ifex
ifosfamide, etoposide, mesna

Gamimune N, Gammaguard, Gammar - |V, Gamastan,

Iveegam, Polygam, Sandoglobulin, Venoglobulin - |
dacarbazine

azathioprine

Alfernon F, Intron, Roferan

Actimmune

IMMUNE SERUM / POLY CLONAL GAMMA GLOBULIN

BIOLOGICAL RESPONSE MODIFIERS
ANTINEOPLASTIC

ANTIFUNGAL

IMMUNE SERUM / POLYCLONAL GAMMA
GLOBULIN

ANTIFUNGAL

ANTINEOPLASTIC

ANTINEOPLASTIC

ANTINEOPLASTIC

ANTINEOPLASTIC

interferon apha
cytarabine
Sporonox

polyclonal IV gamma globulin (IGIV)
Nizoral

asparaginase (L-asparaginase)
6-Thioguanine, Lanvis (CAN), TG
vincristine

chlorambucil
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ALPHABETIZED LISTING CATEGORY OTHER NAMESFOR THISDRUG

Leukine (sargramostim) BIOLOGICAL RESPONSE MODIFIERS GM-CSF
Leustatin ANTINEOPLASTIC cladribine
Levaquin ANTI-INFECTIVE/ ANTIBACTERIAL levofloxacin
levofloxacin ANTI-INFECTIVE/ ANTIBACTERIAL Levaquin
Litalir ANTINEOPLASTIC hydroxyurea
lomustine ANTINEOPLASTIC CCNU, CeeNu
Lotrimin ANTIFUNGAL clotrimazole
L-PAM ANTINEOPLASTIC melphalan
L-Phenylaline mustard ANTINEOPLASTIC mel phalan
L-sarcolysin ANTINEOPLASTIC melphalan
vincristine, carmustine, cyclophosphamide, melphalan,
M-2 MULTIPLE MYELOMA REGIMEN prednisone
M-3+7 AML INDUCTION REGIMEN mitoxantrone, cytarabine
methotrexate, calcium leucovorin rescue, doxorubicin,
MACOP-8 NON-HODGKIN'SLYMPHOMA REGIMEN cyclophosphamide, vincristine, bleomycin, prednisone
MAID SARCOMA REGIMEN mesna, doxorubicin, ifosfamide, dacarbazine
Matulane ANTINEOPLASTIC procarbazine
bleomycin, doxorubicin, cyclophosphamide, vincristine,
m-BACOD NON-HODGKIN'SLYMPHOMA REGIMEN dexamethasone, methotrexate, calcium leucororin rescue
bleomycin, doxorubicin, cyclophosphamide, vincristine,
M-BACOD NON-HODGKIN'SLYMPHOMA REGIMEN dexamethasone, methotrexate, calcium leucovorin rescue
doxorubicin, vincristine, bleomycin, cyclophosphamide,
m-BACOS NON-HODGKIN'SLYMPHOMA REGIMEN methotrexate, calcium leucovorin rescuemethyl prednisolone
MBC HEAD AND NECK CANCER REGIMEN methotrexate, bleomycin, cisplatin
MC AML CONSOLIDATION REGIMEN mitoxantrone, cytarabine
MCCNU or MeCCNU ANTINEOPLASTIC nitrosourea
mechlorethamine ANTINEOPLASTIC HNZ2, Mustargen, nitrogen mustard
Medrol SYSTEMIC CORTICOSTEROIDS methyl prednisolone
melphalan ANTINEOPLASTIC L-PAM, Alkeran, L-sarcolysin, L-Phenylaline mustard
mercaptopurine ANTINEOPLASTIC 6-mercaptopurine, 6-MP, Purinethol
methotrexate ANTINEOPLASTIC Amethopterin
methyl prednisolone SYSTEMIC CORTICOSTEROIDS Depo-medrol, Medrol, Solu-medrol
MF BREAST CANCER REGIMEN methotrexate, fluouracil, leucovorin
MICE (ICE) SARCOMA, LUNG CANCER REGIMEN mesna, ifosfamide, carboplatin, etoposide
MIH ANTINEOPLASTIC procarbazine
MINE-ESHAP HODGKIN'SLYMPHOMA REGIMEN etoposide, ifosfamide, mesna, mitoxantrone
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ALPHABETIZED LISTING
mini-BEAM
mitoxantrone
MIV
MM
MMF (Mycophenolate Mofetil)
MOP

MOPP

MOPP/ABV Hybrid
MOPP/ABVD

MP
MTXCP-PDAdr
Mustargen

MV

MV

M-VAC
MVP

MV PP

Mycelex
Mycophenolate Mofetil (MMF)
Mycostatin

Myleran

Natulan (CAN)
Navelbine

NebuPent

Neoral

Neosar

Neumega (?oprelvikin)
Neupogen (filgrastim)
NFL

nitrogen mustard

CATEGORY
HODGKIN'SLYMPHOMA REGIMEN
ANTINEOPLASTIC
NON-HODGKIN'SLYMPHOMA REGIMEN
ALL MAINTENANCE REGIMEN
IMMUNOSUPPRESSIVES
PEDIATRIC BRAIN TUMORS REGIMEN

HODGKIN'SLYMPHOMA REGIMEN

HODGKIN'S LYMPHOMA REGIMEN
HODGKIN'S LYMPHOMA REGIMEN
MULTIPLE MYELOMA REGIMEN
OSTEOSARCOMA REGIMEN (pediatrics)
ANTINEOPLASTIC

AML INDUCTION REGIMEN

BREAST CANCER REGIMEN

TRANSITIONAL CELL CARCINOMA (BLADDER)

REGIMEN
LUNG CANCER REGIMEN

HODGKIN'SLYMPHOMA REGIMEN
ANTIFUNGAL
IMMUNOSUPPRESSIVES
ANTIFUNGAL

ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTI-INFECTIVE/ ANTIPROTOZOAL
IMMUNOSUPPRESSIVES
ANTINEOPLASTIC

BIOLOGICAL RESPONSE MODIFIERS
BIOLOGICAL RESPONSE MODIFIERS
BREAST CANCER REGIMEN
ANTINEOPLASTIC

OTHER NAMESFOR THISDRU
carmustine, cytarabine, etoposide, melphalan
Novantrone
etoposide, ifosfamide, mesna, mitoxantrone
mercaptopurine, methotrexate
CellCept
MOPP without prednisone
mechlorethamine (nitrogen mustard), vincristine,
prednisone
mechlorethamine (nitrogen mustard), vincristine,

G

procarbazine,

prednisone,

procarbazine, doxorubicin, vinblastine, bleomycin,

hydrocortisone

aternate MOPP and ABVD regimens
melphalan, prednisone

methotrexate, leucovorin, cisplatin, doxorubicin
mechlorethamine

mitoxantrone, etoposide

mitomycin, vinblastine

methotrexate, vinblastine, doxorubicin, cisplatin
mitomycin, vinblastin, cisplatin

mechl orethamine (nitrogen mustard), vinblastine,
procarbazine, prednisone

clotrimazole

CellCept

nystatin

busulfan

procarbazine

vinorelbine

pentamidine

cyclosporine (CYA, CSA)

cyclophosphamide

like G-CSF

G-CSF

mitoxantrone, fluouracil, leucovorin
mechlorethamine
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ALPHABETIZED LISTING

nitrosourea

Nizoral
N-methylhydrazine
Novantrone

NOVP

nystatin

Ocuflox

ofloxacin

OKT3

Oncaspar
OncoCarbide
Oncovin Vincasar PFS
OPA

OPPA

oprelvikin? (Neumega)
Orthoclone

PAC

paclitaxel

PC

PCV
pegasparagase
PEG-L
Pentacarinat
Pentam - 300
pentamidine
peptichem

PFL

Platinol
Platinol-AQ
Pneumopent

POC

polyclonal IV gamma globulin
(IGIV)

Polygam

CATEGORY

ANTINEOPLASTIC

ANTIFUNGAL

ANTINEOPLASTIC
ANTINEOPLASTIC
HODGKIN'SLYMPHOMA REGIMEN
ANTIFUNGAL
ANTI-INFECTIVE / ANTIBACTERIAL
ANTI-INFECTIVE / ANTIBACTERIAL
MONOCLONAL ANTIBODIES
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC

HODGKIN'SLYMPHOMA REGIMEN (pediatrics)

HODGKIN'SLYMPHOMA REGIMEN
BIOLOGICAL RESPONSE MODIFIERS
MONOCLONAL ANTIBODIES

OVARIAN, ENDOMETRIAL CANCER REGIMEN

ANTINEOPLASTIC

LUNG CANCER REGIMEN

BRAIN TUMOR REGIMEN
ANTINEOPLASTIC
ANTINEOPLASTIC

ANTI-INFECTIVE / ANTIPROTOZOAL
ANTI-INFECTIVE/ ANTIPROTOZOAL
ANTI-INFECTIVE / ANTIPROTOZOAL
MONOCLONAL ANTIBODIES

HEAD AND NECK, GASTRIC CANCER REGIMEN

ANTINEOPLASTIC
ANTINEOPLASTIC
ANTI-INFECTIVE / ANTIPROTOZOAL
BRAIN TUMOR REGIMEN (pediatrics)

IMMUNE SERUM
IMMUNE SERUM / POLY CLONAL GAMMA
GLOBULIN

OTHER NAMESFOR THISDRUG
Belustine, Carmustine, ACNU, BCNY or BICNY, CCNU or
CeeNU, MCCNU or MeCCNU
ketoconazole
procarbazine
mitoxantrone
mitoxantrone, vincristine, vinblastine, prednisone
Mycostatin
ofloxacin
Floxin, Ocuflox
Orthoclone
pegasparagase
hydroxyurea
vincristine
vincristine, prednisone, doxorubicin
vincristine, procarbazine, prednisone, doxorubicin
like G-CSF
OKT3
cisplatin, doxorubicin, cyclophosphamide
Taxol
paclitaxell, carboplatin
lomustine, procarbazine, vincristine
Oncaspar, PEG-L
pegasparagase
pentamidine
pentamidine
NebuPent, Pneumopent, Pentacarinat, Pentam - 300

cisplatin, fluouracil, leucovorin

cisplatin

cisplatin

pentamidine

prednisone, methyl-CCNU, vincristine

Gamimune N, Gammaguard, Gammar - |V, Gamastan,
Iveegam, Polygam, Sandoglobulin, Venoglobulin - |

polyclonal IV gamma globulin (IGIV)
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ALPHABETIZED LISTING
Prednicen-M21
prednisolone acetate
prednisone
Prednisone
Primosol|
procarbazine
Procrit
Prograf

Proloprim

ProMACE

ProMACE/cytaBOM

ProMACE/MOPP
Purinethol

PVB

PVDA
PVP-16
Rapamune
Rapamycin
Rituxan
Roferan
Rubex
Rubidomycin
Sandimmune

Sandoglobulin
sargramostim (GM-CSF)
SCF (stem cell factor)

Septra

Simulect

CATEGORY
SYSTEMIC CORTICOSTEROIDS
TOPICAL CORTICOSTEROIDS
SYSTEMIC CORTICOSTEROIDS
SYSTEMIC CORTICOSTEROIDS
ANTI-INFECTIVE/ ANTIBACTERIAL
ANTINEOPLASTIC
BIOLOGICAL RESPONSE MODIFIERS
IMMUNOSUPPRESSIVES
ANTI-INFECTIVE/ ANTIBACTERIAL /
ANTIPROTOZOAL

HODGKIN'SLYMPHOMA REGIMEN

NON-HODGKIN'SLYMPHOMA REGIMEN

NON-HODGKIN'SLYMPHOMA REGIMEN
ANTINEOPLASTIC

TESTICULAR CARCINOMA,
ADENOCARCINOMA REGIMEN

ALL INDUCTION REGIMEN (pediatrics)
LUNG CANCER REGIMEN
IMMUNQOSUPPRESSIVES
IMMUNQOSUPPRESSIVES
MONOCLONAL ANTIBODIES
BIOLOGICAL RESPONSE MODIFIERS
ANTINEOPLASTIC
ANTINEOPLASTIC
IMMUNQOSUPPRESSIVES

IMMUNE SERUM / POLY CLONAL GAMMA

GLOBULIN

BIOLOGICAL RESPONSE MODIFIERS
BIOLOGICAL RESPONSE MODIFIERS
ANTI-INFECTIVE / ANTIBACTERIAL /
ANTIPROTOZOAL

MONOCLONAL ANTIBODIES

OTHER NAMESFOR THISDRUG
prednisone
Blephamide Liquifilm
Deltasone, Prednisone, Prednicen-M21, Sterapred
prednisone
trimethoprim/sulfamethoxazole (TMP/SM X)
Matulane, MIH, N-methylhydrazine, Natulan (CAN)
erythropoietin (epoetin alfa)
FK506 (tacrolimus)

trimethoprim/sulfamethoxazole (TMP/SM X)
cyclophosphamide, doxorubicin, etoposide, leucovorin,
methotrexate, prednisone

cyclophosphamide, doxorubicin, etoposide, prednisone,
cytarabine, bleomycin,vincristine, methotrexate, calcium
leucovorin rescue

prednisone, methotrexate, calcium leucovorin rescue,
doxorubicin, cyclophosphamide, etoposide
mercaptopurine

cisplatin, vinblastine, bleomycin

prednisone, vincristine, daunorubicin, L-asparaginase
cisplatin, etoposide

Rapamycin, Sirolimas

Rapamune, Sirolimus

radioactive isotope

interferon apha

doxorubicin

daunorubicin

cyclosporine (CSA)

polyclonal IV gamma globulin (IGIV)
Leukine
C-Kit Ligand

trimethoprim/sulfamethoxazole (TMP/SM X)
Basiliximab
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ALPHABETIZED LISTING
Sirolimus
Solu-medrol
Sporonox

Stanford V
stem cell factor (SCF)
Sterapred

Sulfatrim

tacrolimus (FK506)

Taxol

Tazicef

Tazidime

tenoposide

TESPA

TG

thalidomide

thioguanine

Thioplex

thiotepa

thrombopoietin

TMP/ISMX
(trimethoprim/sulfamethoxazole)
TobraDex

Topicort

topotecan hydrochloride
triamcinolone
triethylenethiophosphoramide
trimethoprim/sulfamethoxazole
(TMP/SMX)

Trimpex
TSPA

Udicil

VAC Pulse
VAC Standard

CATEGORY
IMMUNQOSUPPRESSIVES
SYSTEMIC CORTICOSTEROIDS
ANTIFUNGAL

HODGKIN'SLYMPHOMA REGIMEN
BIOLOGICAL RESPONSE MODIFIERS
SYSTEMIC CORTICOSTEROIDS
ANTI-INFECTIVE / ANTIBACTERIAL /
ANTIPROTOZOAL
IMMUNOSUPPRESSIVES
ANTINEOPLASTIC
ANTI-INFECTIVE/ ANTIBIOTIC
ANTI-INFECTIVE/ ANTIBIOTIC
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC
IMMUNQOSUPPRESSIVES
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC

BIOLOGICAL RESPONSE MODIFIERS

ANTI-INFECTIVE / ANTIPROTOZOAL
TOPICAL CORTICOSTEROIDS
TOPICAL CORTICOSTEROIDS
ANTINEOPLASTIC

TOPICAL CORTICOSTEROIDS
ANTINEOPLASTIC

ANTI-INFECTIVE/ ANTIPROTOZOAL
ANTI-INFECTIVE / ANTIBACTERIAL /
ANTIPROTOZOAL

ANTINEOPLASTIC
ANTINEOPLASTIC

SOFT TISSUE SARCOMAS REGIMEN
SOFT TISSUE SARCOMAS REGIMEN

OTHER NAMESFOR THISDRUG
Rapamycin, Rapamune
methyl prednisolone
itraconazole
mechlorethamine, doxorubicin, vinblastine, vincristine,
bleomycin, etoposide, prednisone
C-Kit Ligand
prednisone

trimethoprim/sulfamethoxazole (TMP/SM X)
Prograf

paclitaxel

ceftazidime

ceftazidime

VM26, VEHEM, Vumon

thiotepa

6-Thioguanine, Lanvis (CAN), TG

6-Thioguanine, Lanvis (CAN), TG
thiotepa
triethylenethiophosphoramide, TESPA, TSPA, Thioplex

Bactrim, Primosol, Proloprim, Septra, sulfatrim, Trimpex
dexamethosone

desoximetasone

Hycamtin

Artistocort A, Aristopan

thiotepa

Bactrim, Primosol, Proloprim, Septra, sulfatrim, Trimpex

trimethoprim/sulfamethoxazole (TMP/SMX)
thiotepa

cytarabine

vincristine, dactinomycin, cyclophosphamide
vincristine, dactinomycin, cyclophoshamide
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ALPHABETIZED LISTING

VACAdr-IfovP
VAD

VAD

VAdrC
Vancanase
Vancocin
Vancoled
vancomycin
VAPA
VATH
VBAP

VC

VCAP

VCR

VDA

VDP
VEHEM
Velban
Velbe (CAN)

Venoglobulin-|
VePesid
Vetoposide
vinblastine
vincristine
vinorelbine
VIP

VIP-1
VIP-2
Vitrasert
VLB
VM26
VMI
VP-16
VP-16-213

CATEGORY

SARCOMA REGIMEN (pediatrics)

ALL INDUCTION REGIMEN
REFRACTORY MULTIPLE MYELOMA REGIMEN
SARCOMA REGIMEN (pediatrics)
SYSTEMIC CORTICOSTEROIDS
ANTI-INFECTIVE / ANTIBACTERIAL
ANTI-INFECTIVE / ANTIBACTERIAL
ANTI-INFECTIVE / ANTIBACTERIAL
AML INDUCTION REGIMEN (pediatrics)
BREAST CANCER REGIMEN
MULTIPLE MYELOMA REGIMEN
LUNG CANCER REGIMEN
MULTIPLE MYELOMA REGIMEN
ANTINEOPLASTIC

ALL INDUCTION REGIMEN (pediatric)
MALIGNANT MELANOMA REGIMEN
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC

IMMUNE SERUM / POLYCLONAL GAMMA
GLOBULIN

ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC
ANTINEOPLASTIC

TESTICULAR CANCER REGIMEN
LUNG CANCER REGIMEN

LUNG CANCER REGIMEN
ANTIVIRAL

ANTINEOPLASTIC
ANTINEOPLASTIC

BREAST CANCER REGIMEN
ANTINEOPLASTIC
ANTINEOPLASTIC

OTHER NAMESFOR THISDRUG
vincristine, dactinomycin, doxorubicin, cyclophosphamide,
ifosfamide, etoposide
vincristine, doxorubicin, dexamethasone
vincristine, doxorubicin, dexamethasone
vincristine, doxorubicin, cyclophosphamide
beclomethasone
vancomycin
vancomycin
Vancocin, Vancoled
vincristine, doxorubicin, prednisone, cytarabine
vinblastine, doxorubicin, thiotepa, fluoxymesterone
vincristine, carmustine, doxorubidin, prednisone
vinorelbine, cisplatin
vincristine, cyclophosphamide, doxorubicin, prednisone
vincristine
asparaginase, daunorubicin, vincristine
vinblastine, dacarbazine, cisplatin
tenoposide
vinblastine
vinblastine

polyclonal IV gamma globulin (IGIV)
etoposide

etoposide

Velban, Velbe (CAN), VLB

LCR, Oncovin Vincasar PFS, VCR
Navelbine

vinblastineor etoposide,, ifosfamide, cisplatin, mesna
ifosfamide, mesna, cisplatin, etoposide
ifosfamide, mesna, cisplatin, etoposide
ganciclovir/DHPG

vinblastine

tenoposide

mitomycin, vinblastine

etoposide

etoposide
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ALPHABETIZED LISTING
VPA
V-TAD
Vumon
Xomazyme
Zenapax
Zovirax

CATEGORY
ALL INDUCTION REGIMEN (pediatrics)
AML INDUCTION REGIMEN
ANTINEOPLASTIC
IMMUNOTOXIN
MONOCLONAL ANTIBODIES
ANTIVIRAL
ALL INDUCTION REGIMEN
ALL INDUCTION REGIMEN
BIOLOGICAL RESPONSE MODIFIERS
BIOLOGICAL RESPONSE MODIFIERS
IMMUNOSUPPRESSIVES
MONOCLONAL ANTIBODIES
MONOCLONAL ANTIBODIES
MONOCLONAL ANTIBODIES
MONOCLONAL ANTIBODIES

OTHER NAMESFOR THISDRUG

vincristine, daunorubicin, L-asparaginase

cytarabine, daunorubicin, etoposide, thioguanine

tenoposide
anti-CD5/ricin
Daclizumab
acyclovir

L -asparaginase
pegaspargase
interleukin-2 (IL-2)
interleukin-3 (IL-3)
thalidomide
camIG

camT

campath IM
peptichem
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Appendix N

Conversion Chart
24-Hour Clock

Time on Clock 24-Hour Clock Conversion
1:00 am. 0100
2:00 am. 0200
3:00 am. 0300
4:00 am. 0400
5:00 am. 0500
6:00 am. 0600
7:00 am. 0700
8:00 am. 0800
9:00 am. 0900
10:00 a.m. 1000
11:00 a.m. 1100

12:00 noon 1200
1:00 p.m. 1300
2.00 p.m. 1400
3:00 p.m. 1500
4:00 p.m. 1600
5:00 p.m. 1700
6:00 p.m. 1800
7:00 p.m. 1900
8:00 p.m. 2000
9:00 p.m. 2100
10:00 p.m. 2200
11:00 p.m. 2300

12:00 midnight 0000
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Appendix O

Cytogenetic Abbreviations and Terminology

Abbreviation/Term Definition
p short arm of a chromosome
q long arm of a chromosome
p+ addition of chromosomal material to the short arm of a chromosome
g+ addition of chromosomal material to the long arm of a chromosome
p- loss of chromosomal material to the short arm of a chromosome
g- loss of chromosomal material to the long arm of a chromosome
t translocation of chromosomes; e.g., t(1;19)
+ addition of an entire chromosome (trisomy); e.g., +21
- deletion of an entire chromosome (monosomy); e.g., -7
Ph+ Philadel phia chromosome, arises from translocation t(9;22)
del deletion of chromosomal material; e.g., del(7)(921g34)
inv inversion of chromosomal material; e.g., inv(1)(p36g21)
der derivative
metaphase cell phase at which chromosomes may be examined
karyotype designation of results of chromosome analysis; karyotype may be
defined at the cell level, cell line or clone level, or at the level of the
individual
Short arm
regionson the
chromosome
Longarm
Chromosome
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How To Interpret Cytogenetic Nomenclature

P9 ¢ @ 99 O

(D—47,XY ,del(7)(021g34),+8,1(8;9)(q13;G34)[6]/46,X Y [3]

O ©

Key

Commas separate statements about the karyotype.
® Number of chromosomes detected.
® Sex chromosomes.

® Deletion of chromosomal material on the long arm of chromosome 7 between regions
21 and 34.

@ Trisomy 8; extrachromosome 8.

® Trandocation of chromosomal material on the long arm of chromosome 8 and the
long arm of chromosome 9.

® Number of cells (metaphases) examined with these abnormalities.
® Separates information about differing karyotypes.

Number of chromosomes detected.

©® Sex chromosomes.

Number of cells examined with this normal karyotype.
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Appendix P

Reporting Engraftment Following A Second Stem Cell Infusion
From the Original Stem Cell Donor

Follow the guidelines defined below for reporting engraftment from subsequent stem
infusions on the Form 130, 530, 630 - 100 Day Follow-up Visit of Recipient.

A. Usetheseguidelinesif the following events occurred within thefirst 100 days:

1. Therecipient failed to engraft after the original stem cell infusion and
2. Received a subsequent stem cell infusion.

Report sustained engraftment from the second infusion by answering question
15 on form 130, 530, 630 as “yes, ANC = 500/mm? achieved and sustained for
three consecutive lab values obtained on different days with no subsequent
decline” and answering questions 16.

Report non-engraftment after the second infusion by answering question 15 on
form 130, 530, 630 as either “no, ANC = 500/mm?was not achieved and there
was no evidence of recurrent disease in the bone marrow” or “no, ANC =
500/mm?>was not achieved and there was documented persistent disease in the
bone marrow post transplant.”

B. Usethese guidelinesif the following events occurred within thefirst 100 days:

1. Therecipient failed to engraft after the original stem cell infusion, and
2. Received a subsequent stem infusion and engrafted, and
3. Then experienced a subsequent declinein ANC.

Answer question 15 on form 130, 530, 630 as “yes, ANC = 500/mm? three
consecutive days with subsequent declinein ANC to < 500/mm? for greater than
three days,” and answer questions 17-21 (and 22-24 if applicable).

C. Usethese guidelinesif the following events occurred within thefirst 100 days:

1. Therecipient engrafted after the original stem cell infusion, and
2. Then experienced a subsequent declinein ANC, and
3. Received a subsequent infusion.

Answer question 15 on form 130, 530, 630 as “yes, ANC = 500/mm? three
consecutive lab values obtained on different days with subsequent declinein ANC to
< 500/mm? for greater than three days,” and answer questions 17-21. If the recipient
engrafted after the second infusion, thiswill be reported in questions 22-24.
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D. If each of thefollowing events occurred within the first 100 days:

1. Therecipient engrafted after the original stem cell infusion, and
2. Then relapsed and received a subsequent stem cell infusion to treat the relapse.

Answer question 15 on Form 130, 530, 630 as “yes, ANC = 500/mm? for three
consecutive lab values obtained on different days with subsequent declinein ANC
to < 500/mm? for greater than three days,” and answer questions 17-21. Answer
guestions 22-24 if the recipient engrafted after the second infusion. Question 18,
“Date of declinein ANC to < 500/mm? for greater than three days’ should reflect
the date of the first of three lab values where the ANC dropped to below 500 after
the beginning of chemotherapy for the second infusion.

Follow the guidelines defined below for reporting engraftment from subsequent
stem infusions on the Form 140, 540, 640 - Six Month To Two Year Follow-up Visit
Of Recipient.

On the Form 140, 540, 640, follow the same guidelines for reporting engraftment from
subsequent infusions that were defined for the Form 130, 530, 630. If an initial
engraftment has not been reported on a previous follow-up form, and the recipient
engrafts after the subsequent infusion, then answer question 15 on Form 140, 540, 640 as
“yes’ and complete questions 16. If aninitial engraftment was reported on a previous
report, and then the recipient received a subsequent stem cell infusion for either graft
failure or relapse, answer question 16 on Form 140, 540, 640 as “no, recipient’sinitial
hematopoi etic recovery was recorded on a previous report.” Report the subsequent
declinein ANC (thisincludes a decline caused by administration of chemotherapy drugs
in preparation for the second infusion) by answering question 17 as “yes’ and answering
guestions 18-21. Engraftment from the subsequent infusion will be reported in questions
22-24.
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Appendix Q

Body Surface Nomogram
This Body Surface Nomogram is an adaptation of the DuBois Formula. Locate the
subject’ s height on the scale at the left, and his or her weight on the scale at the right.
Drawing a new line connecting the subject’ s height and weight intersects the middle scale
at the corresponding surface area.
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Appendix R

Post-Transplant Follow-Up Disease-specific Inserts

(by insert)
Insert number | Disease(s) form iscompleted for Time frame completed
Insert | Severe Combined Immunodeficiency 100 day, 6 month, 1 year & 2 year
(SCIDs)
Insert I Wiscott-Aldrich Syndrome (WAS) 100 day, 6 month, 1 year & 2 year
Insert 111 Hodgkin and Non-Hodgkin Lymphoma 100 day, 6 month, 1 year, 2 year and > 2 year
Insert V Leukodystrophies (Globoid Cell, 100 day, 1 year, 2 year and = 2 year
Metachromatic and
Adrenoleukodystrophy)
Insert VI Mucopolysaccharidoses (Hurler, Hunter, | 100 day, 1 year, 2 year and > 2 year

Sanfilippo A-D, Morquio A-B,
Maroteaux-Lamy, Sly Syndrome,
Gaucher, Niemann-Pick, I-cell, Wolman,
Fucosidosis, Neuronal ceroid-
lipofuscinosis enzyme-NCL 1-2,
Mannosidosis, Aspartyl glucosaminidase,
Hypoxanthine-guanine
phosphoribosyltransferase, Other storage

disease)
Insert VIII Chediak-Higashi Syndrome 100 day, 6 month, 1 year and 2 year
Insert IX Hemophagocytic lymphohistiocytosis 100 day, 6 month, 1 year and 2 year
Insert X X-linked Lymphoproliferative Disease 100 day, 6 month, 1 year and 2 year
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Appendix R

Post-Transplant Follow-Up Disease-specific Inserts
(by disease)

Disease form is completed for

Insert number

Time frame completed

Acute lymphoblastic leukemia (ALL) Not Applicable | Not Applicable

Acute mast cell leukemia Not Applicable | Not Applicable

Acute myelogenous leukemia (AML) Not Applicable | Not Applicable

Acute undifferentiated leukemia Not Applicable | Not Applicable
Adrenoleukodystrophy Insert V 100 day, 1 year, 2 year and > 2 year
Amegakaryocytosis/ congenital Not Applicable | Not Applicable

thrombocytopenia

Aspartyl glucosaminidase Insert VI 100 day, lyear, 2 year and > 2 year
Ataxiatelegiectasia Not Applicable | Not Applicable

Bilineage leukemia Not Applicable | Not Applicable

Biphenotypic leukemia Not Applicable | Not Applicable

Breast cancer Not Applicable | Not Applicable

Cartilage — hair hypoplasia Not Applicable | Not Applicable

Central nervous system tumors Not Applicable | Not Applicable

Chediak-Higashi syndrome Insert VIII 100 day, 6 month, 1 year and 2 year
Chronic granulomatous disease Not Applicable | Not Applicable

Chronic lymphocytic leukemia (CLL) | Not Applicable | Not Applicable

Chronic myelogenous leukemia (CML) | Not Applicable | Not Applicable

Combined immunodeficiency disease | Not Applicable | Not Applicable

Common variable immunodeficiency Not Applicable | Not Applicable

Diamond-Blackfan anemia Not Applicable | Not Applicable

DiGeorge anamoly Not Applicable | Not Applicable

Ewing sarcoma Not Applicable | Not Applicable

Familial erythrophagocytic Insert IX 100 day, 6 month, 1 year and 2 year
lymphohistiocytosis (FEL)

Fanconi anemia Not Applicable | Not Applicable

Fucosidosis Insert VI 100 day, lyear, 2 year and > 2 year
Gaucher Insert VI 100 day, lyear, 2 year and > 2 year
Glanzmann thrombasthenia Not Applicable | Not Applicable

Globoid cell Insert V 100 day, lyear, 2 year and > 2 year
Hairy cell leukemia Not Applicable | Not Applicable

Hemophagocytic lymphohistiocytosis | Insert IX 100 day, 6 month, 1 year and 2 year
Hemophagocytosis Not Applicable | Not Applicable

Histiocytosis-X Not Applicable | Not Applicable

Hodgkin and Non-Hodgkin lymphoma | Insert |11 100 day, 6 month, lyear, 2 year and > 2 year
Hunter Insert VI 100 day, lyear, 2 year and > 2 year
Hurler Insert VI 100 day, lyear, 2 year and > 2 year
Hybrid leukemia Insert VI 100 day, lyear, 2 year and > 2 year

Copyright 0 2001 National Marrow Donor Program”. All Rights Reserved.

Manual: Search and Follow-up Forms Instruction Manual
Document Title: Appendix R

Document Number: A00058 12/21/2001

Effective Date: 12/21/2001

Replaces: N/A

Page 353 of 357

Verified: 12/21/2001
Approved: 12/21/2001
Signatures on fileat NMDP



Appendix R

Post-Transplant Follow-Up Disease-specific Inserts
(by disease)

Disease form is completed for

Insert number

Time frame completed

Hypoxanthine-guanine Insert VI 100 day, lyear, 2 year and > 2 year
phosphoribosyltransferase

I-cell Insert VI 100 day, lyear, 2 year and > 2 year
Juvenile CML Not Applicable | Not Applicable

K ostmann neutropenia Not Applicable | Not Applicable

Leukocyte adhesion deficiency Not Applicable | Not Applicable

Leukodystrophies Insert V 100 day, lyear, 2 year and > 2 year
Mannosidosis Insert VI 100 day, lyear, 2 year and > 2 year
Maroteaux-Lamy Insert VI 100 day, lyear, 2 year and > 2 year
Metachromatic Insert V 100 day, lyear, 2 year and > 2 year
Morquio A-B Insert VI 100 day, lyear, 2 year and > 2 year
Mucolipidoses Not Applicable | Not Applicable
Mucopolysaccharidoses Insert VI 100 day, lyear, 2 year and > 2 year
Multiple myeloma Not Applicable | Not Applicable

Myelodysplastic / myeloproliferative Not Applicable | Not Applicable

disorders (MDS)

Neuroblastoma Not Applicable | Not Applicable

Neuronal ceroid-lipofuscinosis Insert VI 100 day, 1 year, 2 year and = 2 year
enzyme-NCL 1-2

Neutrophil actin deficiency Not Applicable | Not Applicable

Niemann-Pick Insert VI 100 day, lyear, 2 year and > 2 year
Osteopetrosis Not Applicable | Not Applicable

Other storage disease Insert VI 100 day, lyear, 2 year and > 2 year
Plasma cell leukemia Not Applicable | Not Applicable

Prolymphocytic leukemia (PLL) Not Applicable | Not Applicable

Sanfilippo A-D Insert VI 100 day, lyear, 2 year and > 2 year
Severe aplastic anemia (SAA) Not Applicable | Not Applicable

Severe Combined Immunodeficiency Insert | 100 day, 6 month, 1 year and 2 year
(SCIDS)

Sickle cell anemia Not Applicable | Not Applicable

Sly syndrome Insert VI 100 day, lyear, 2 year and > 2 year
Small cell lung cancer Not Applicable | Not Applicable

Thalassemia major Not Applicable | Not Applicable

Waldenstrom macroglobulinemia Not Applicable | Not Applicable

Wiscott Aldrich syndrome (WAYS) Insert 11 100 day, 6 month, 1 year and 2 year
Wolman Insert VI 100 day, lyear, 2 year and > 2 year
X-linked lymphoproliferative disease Insert X 100 day, 6 month, 1 year and 2 year
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Appendix S

Follow-up Forms Due After a Subsequent Stem Cell Infusion

Subsequent stem cell infusion following primary marrow transplant

Continue with follow-up based on first transplant if

» Cryopreserved marrow from original donor

» Marrow or mobilized PBSC from non-NMDP unrelated donor (Cooperative Registry donors)
» Non-MDP cord blood

New baseline form and follow-up starts over based on new infusion date if
Fresh marrow from original unrelated donor

Mobilized peripheral blood stem cells from original donor

Marrow from second NMDP unrelated donor

Mobilized peripheral blood stem cells from second NMDP unrelated donor
NMDP cord blood

VVVYYVYYVY

Form 150 due annually on anniversary of original marrow infusion if
Marrow from related donor

Peripheral blood from related donor

Cord blood from related donor

Autologous cryopreserved marrow

Autologous cryopreserved peripheral blood

VVVYVYVYYVY
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Follow-up Forms Due After a Subsequent Stem Cell Infusion

Subsequent stem cell infusion following primary mobilized PBSC transplant

Continue with follow-up based on first transplant if

» Cryopreserved mobilized peripheral blood stemtl:ellsfrom origina donor

» Marrow or mobilized PBSC from non-NMDP unrel ated donor (Cooperative Registry donors)
» Non-NMDP cord blood

New baseline form and follow-up starts over based on new infusion dateif
Fresh marrow from original donor

Fresh mobilized peripheral blood stem cells from original donor

Marrow from second NMDP unrelated donor

Mobilized peripheral blood stem cells from second NMDP unrelated donor
NMDP cord blood

YVVVY

Form 150 due annually on anniversary of original marrow infusion if
Marrow from related donor

Peripheral blood from related donor

Cord blood from related donor

Autologous cryopreserved marrow

Autologous cryopreserved peripheral blood

YVVVY
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Follow-up Forms Due After a Subsequent Stem Cell Infusion

Subsequent stem cell infusion following cord blood transplant

Continue with follow-up based on first transplant if
» Marrow or mobilized PBSC from non-NMDP urlrel ated donor (Cooperative Registry donors)
» Non-NMDP cord blood

New baseline form and follow-up starts over based on new infusion dateif
» Fresh marrow from NMDP unrelated donor

» Fresh mobilized peripheral blood stem cells from NMDP unrelated donor
» Second NMDP cord blood

Form 150 due annually on anniversary of original marrow infusion if
Marrow from related donor

Peripheral blood from related donor

Cord blood from related donor

Autologous cryopreserved marrow

Autologous cryopreserved peripheral blood

YVVVY
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