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LATE  EFFECTS  STUDY  INFORMATION SHEET FOR INSTITUTIONS
PATIENT ID# «COOP_NUM»
PATIENT NAME: «FRSTNAME» «LASTNAME»

DATE OF BIRTH: «D_BIRTH»
DATE OF NWTS-5 REGISTRATION: «D_REGIS»

RELEASE AUTHORIZATION FORM: If a patient is no longer returning to your institution 

we ask that you submit a Release Authorization signed by the treating physician authorizing the 

Data and Statistical Center to contact the patient for follow-up directly.

FOLLOW-UP:  Patients on study receive automated requests sent to the appropriate source. Forms

are sent to the institution of record for patients remaining in follow-up by the institution, and directly 

to the family/patient for survivors released by the treating physician to direct follow-up. The one 

exception is the Flowsheet form, used by institutions. Flowsheets and all other forms may also be 

downloaded in PDF format from http://www.nwtsg.org.

YEARS SINCE


DIAGNOSIS
DUE DATE 
FORM(S) TO BE SUBMITTED


2 
_________ 
Informed Consent, Flowsheets


3 
_________ 
Flowsheets


4 
_________ 
Flowsheets


5 
_________ 
Physical Exam, FMHF/APMHF*


6 
_________ 
Annual Status Report


7 
_________ 
Annual Status Report


8 
_________ 
Annual Status Report


9 
_________ 
Annual Status Report


10 
_________ 
Physical Exam, FMHF/APMHF*


11 
_________ 
Annual Status Report


12 
_________ 
Annual Status Report


13 
_________ 
Annual Status Report


14 
_________ 
Annual Status Report


15 
_________ 
Physical Exam, FMHF/APMHF*


16 
_________ 
Annual Status Report


17 
_________ 
Annual Status Report


18 
_________ 
Annual Status Report


19 
_________ 
Annual Status Report


20 
_________ 
Physical Exam, FMHF/APMHF*


21 
_________ 
Annual Status Report


18th birthday 
_________ 
Adult Consent Form

HOW TO REACH US WITH QUESTIONS: If you have any questions please call the Data and

Statistical Center in Seattle. You may leave a message at (800) 553-4878, or speak with a data 

coordinator during business hours by calling (206) 667-2967. Our web site answers Frequently Asked 

Questions and contains the email addresses of our staff: http://www.nwtsg.org.
* Family Medical History Form / Adult Patient Medical History Form
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LATE  EFFECTS  STUDY  INFORMATION SHEET FOR INSTITUTIONS
BEFORE REGISTRATION: Institutions should obtain IRB approval for the LATE Effects study, and

submit a Patient Entry Questionnaire to the NWTS Data and Statistical Center (DSC) documenting

approval. The PEQ form is available at http://www.nwtsg.org/institutions.html.

LATE EFFECTS STUDY REGISTRATION: Only NWTS-5 patients remain to be consented and

registered on the NWTS Late Effects Study.

1.
If the NWTS-5 Informed Consent provided for long term follow-up, you may simply notify the 


Data and Statistical Center that you have obtained consent to register the patient.

2.
If the NWTS-5 Informed Consent did not provide for long term follow-up, please forward the


Family Information Packet to the family together with a consent form. Notify the DSC that you


have obtained consent to register the patient.

3.
If the institution is not in periodic contact with the family, a Release Authorization signed by the


treating physician will allow the Data and Statistical Center to contact the family directly. Immediate


return of a Release Authorization will help avoid the loss of patients from continued follow-up. If an


institution is unable to return a signed Release Authorization for any reason, please call the DSC


immediately.

DATA SUBMISSION: Patients on study receive automated requests for follow-up sent to the appropriate

source. The DSC sends all forms to the institution of record unless the DSC is in direct contact with the

patient. Forms may also be downloaded in PDF format from http://www.nwtsg.org.

1.
Medical History Forms are requested on 5th anniversaries following diagnosis. These should be given 


to the families for completion. Institutions are asked to not complete from information on file.

The Adult Patient Medical History Form (APMHF) is for patients who are 18 or older, while the

Family and Medical History Form (FMHF) is sent to the parents of patients who are under 18.

2.
NWTS Flowsheets should be submitted to document patient contact and to identify pregnancies or


serious medical problems prior to the fifth anniversary following diagnosis.

3.
NWTS Late Effects Study: Physical Examination (PE) is requested on fifth anniversaries. The current


physician of record should complete this form.

4.
NWTS Late Effects Study Annual Status Report (ASR) is requested starting on the sixth year following


diagnosis, excluding 5th anniversaries. The current institution of record will complete this form for patients


remaining in follow-up by the institution, or send it to the family for completion.

NWTS Adult Consent Form (ACF) is requested when a patient turns 18 years of age. This solicits

informed consent for continued participation. The consent form, cover letter, and informational bulletin are

sent to the institution. If your institution is no longer in direct contact with the family please send a

signed Release Authorization to the DSC.
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DATE

LATE  EFFECTS  STUDY  ANNUAL  STATUS  REPORT (SENT TO INSTITUTION)
Participant Name: «NAME»
Patient ID #:  «PATIENT_ID»
Birthdate: «D_BIRTH»
In order to maintain contact so that we may send the Physical Exam and the Medical History forms to you every five years for «FIRSTNAME», we would like to have you complete and sign this status report and return it to us at your earliest convenience.  Thank you for your continued participation in our study.

1.
When was your last contact?
_____/_____/____

2.
What was the nature of the contact?


___ Examination


___ Phone call


___ Letter


___ Follow-up from local M.D.


___ Other, please specify:

3.
Please provide all known information:
Height: 

Circle unit: cm or inches

Weight: 

Circle unit: lb or kg
Blood pressure: _____/_____

Chest X-ray: (   ) Not done  (   ) NEG  (   ) POS
Chest CT Scan: (   ) Not done  (   ) NEG  (   ) POS


Abdominal ultrasound: (   ) Not done  (   ) NEG  (   ) POS
If reporting relapse, send detailed flowsheet
4.
Has «FIRSTNAME» had any serious illnesses or other health problems since <date last seen>?  If so, please use the space below to report each event.

	Event
	Date of Occurrence
	Description/Outcome

	

	

	

	


5.
Since «FIRSTNAME»'s treatment ended has 1 IF  = 1 "he" "she" 
he
 experienced any significant events such as marriage, pregnancy or parenthood?  If yes, please use the space below to report each event.  (Use reverse side if needed.)

	Event
	Date of Occurrence
	Description/Outcome

	

	

	

	


SIGNATURE:  ___________________________________________________
Date:  ______________
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DATE

LATE  EFFECTS  STUDY  ANNUAL  STATUS  REPORT (SENT TO FAMILY)

Participant Name: «PATIENTNAME»
NWTS #«NWTSID»
In order to maintain contact so that we may send the Physical Exam and the Medical History forms to you every five years3 IF  = "4" "" " for the above participant" 
 for the above participant
, we would like to have you complete and sign this status report at your earliest convenience and return it to us in the self-addressed, stamped envelope.  If you would like to complete this report online, go to our website, www.nwtsg.org, and click on the SurveyMonkey link.  Thank you for your continued participation in our study.

1.
Has your name, address or telephone number changed?  If so, please make corrections in the space provided.

	«CONTACTNAME»
	

	«ADDRESSA»
	

	«ADDRESSB»
	

	«CITYSTATEZIP»
	

	<TELEPHONE> IF = "" "Please provide your phone number" "<TELEPHONE>" 
<CONTPHON>
, <CONTCELL>
	

	Alternate phone # or email address?
	


2.
3 IF  = "4" "Have you" "Has <P_FIRSTNAME>" 
Has <FIRSTNAME>
 had any serious illnesses or conditions resulting in hospitalization, surgery or other medical treatment since <date last seen>?  If so, please use the space below to report each event.

	Event
	Date of Occurrence
	Description/Outcome/Treatment

	

	

	


3.
Since treatment ended or since your last report, 3 IF  = "4" "have you" "has <P_FIRSTNAME>" 
has <FIRSTNAME>
 experienced any significant life events such as marriage, pregnancy or parenthood?  If yes, please use the space below to report each event.

	Event
	Date of Occurrence
	Description/Outcome

	

	

	


3 IF  = 4 "1 IF  = 0 "5.
By signing below I authorize the staff of the National Wilms Tumor Study to continue contacting me in order to obtain further information about my medical history and progress related to my treatment for Wilms tumor." "" 

" "" 

SIGNATURE:  

Date:  ______________

Relationship to <FIRSTNAME>:
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LATE EFFECTS STUDY: 5 YEAR ANNIVERSARY PACKET 

DATE

TO:
<DMNAME>, Data Manager(s)


<INSTNAME>
FROM:
Data Coordinators

RE:
<PATIENTNAME>

Patient ID #<PATIENT_ID>
<FIRSTNAME> was registered with the NWTS on <D_REGIS> and was last reported alive on <D_CLSEEN>.  The NWTS Protocol stipulates that all patients surviving five years from diagnosis will have complete forms every 5 years from diagnosis.  This patient's <ANNIVERSARY>th year anniversary will occur in the next few months.

Please find enclosed two study forms which are to be completed for the <ANNIVERSARY>th anniversary.  If the patient has been examined by you in the past year please complete the Physical Examination form from your records and return it to us.  Please also forward the Family and Medical History Form and the information sheet to the patient or family with instructions to return it either directly to the NWTS DSC or, if you prefer, to you for forwarding.

If you have not seen the patient within the past year, please schedule an examination for <FIRSTNAME> as soon as it is convenient.  Both forms and the information sheet may be placed in the patient file so that these are available at the time of the examination.  Please return both forms after the visit.  The information sheet may be given to the family at that time.

FLOWSHEETS  CANNOT  BE  SUBSTITUTED  FOR  THE  PHYSICAL  EXAMINATION  FORM.

If you are no longer seeing <FIRSTNAME> or have had no follow-up reported in the past two years we encourage you to please release this patient to direct follow-up through the DSC.  This is accomplished by returning a completed and SIGNED Release form.

Each year we will contact you using the Annual Status Report to make sure that you are still providing follow-up for this patient.  However, the two main study forms will only be sent to you at five year anniversaries.

Thank you for your cooperation in this important endeavor.
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NWTS LATE EFFECTS STUDY: 
PHYSICAL EXAMINATION 

I.
PATIENT  NAME:  <PATIENTNAME> 
BIRTHDATE:  <D_BIRTH> 
PATIENT ID #<PATIENT_ID>
	Name of Physician Examining Patient:


	Address:



	Date of Exam:

Date/Cause of Death:



II.
PHYSICAL  FINDINGS:  (Please  indicate  "ND"  if not  done)

	Height (cm):


Weight (kg):


Blood Pressure:
/



III
TESTS ADMINISTERED:  (Please  indicate  "ND"  if  a  test  was  not  done)

	Chest X-ray:
(   )Not done   (   )Normal  (   )Abnormal (explain):


	Other Imaging:
(   )Not done   (   )Normal  (   )Abnormal (explain):


	Kidney Function:
(   )Not done   (   )Normal  (   )Abnormal (explain):


	Liver Function:
(   )Not done   (   )Normal  (   )Abnormal (explain):


	Cardiac Function:
(   )Not done   (   )Normal  (   )Abnormal (explain):



IV.
PLEASE CHECK IF NORMAL AND DESCRIBE IF ABNORMAL. DO NOT LEAVE ANY CATEGORIES BLANK

	SYSTEM
	NORMAL
	ABNORMAL
	COMMENT

	Hearing/Vision
	
	
	

	Skin/Hair/Nails
	
	
	

	Musculoskeletal
	
	
	

	Cardiovascular
	
	
	

	Pulmonary
	
	
	

	Gastrointestinal
	
	
	

	Hepatic
	
	
	

	Urinary (include infections)
	
	
	

	Neurologic
	
	
	

	Other (describe)
	
	
	

	Reproductive
	
	
	


V.
REPORT OF PREGNANCY IN NWTS PARTICIPANT OR PARTNER:


(In the instance of a multiple live birth please complete a report for each child)

	Date Pregnancy Ended:

Duration (weeks):

Sex:


Weight:

Birth Order:


	Outcome (e.g., single/multiple live birth, spontaneous abortion, please specify):



	Note any complications or diseases during pregnancy:



	Note any birth defects, diseases, or handicaps in the children:




Name of person completing form (please print):

SIGNATURE:

Date:




(Examining Physician)

Please mail the completed form to:

National Wilms Tumor Study, Fred Hutchinson Cancer Research Center

1100 Fairview Avenue N,  M2-A876,  P.O. Box 19024,  Seattle, WA  98109

Telephone: (206) 667-4842,  Message Line: (800) 553-4878,  Fax: (206) 667-6623
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NWTS LATE EFFECTS STUDY 

FAMILY AND MEDICAL HISTORY FORM 

Participant Name:  <PATIENTNAME>
Patient ID #<PATIENT_ID>

Birth Date:
<D_BIRTH>

Last 4 Digits of Social Security # (Optional):<if already coded won’t request>

	I.
Parent Data
	
	Father (or Guardian 1)
	
	
Mother (or Guardian 2)

	1. Biological Parent? (circle one)
	1.
	YES
NO
	1.
	YES
NO

	2. Name (include maiden name)
	2.
	
	2.
	

	3. Birth Date
	3.
	
	3.
	

	4. Last 4 Digits of Social Security # (Optional)
	4.
	<if already coded won’t request> 
	4.
	<if already coded won’t request>

	5. Current Address
	5.
	
	5.
	

	
	
	(Street)
	
	(Street)

	
	
	
	
	

	
	
	(City, State, Zip Code)
	
	(City, State, Zip Code)

	6. Phone Number
	6.
	(                 )
	6.
	(                 )

	7. Current Employer
	7.
	
	7.
	

	
	
	(Name and type of business)
	
	(Name and type of business)

	
	
	(                 )
	
	(                 )

	
	
	(Phone Number)
	
	(Phone Number)

	8.
Serious Illnesses
	8.
	
	8.
	

	

	
	
	
	

	9.
Deceased?  (Cause/Date)
	9.
	
	9.
	

	

	
	
	
	


II.
<FIRSTNAME>’s  Medical  History:  


Since completion of treatment for Wilms tumor please report serious illnesses, hospitalizations, and second 
tumors if not previously reported to NWTS. 

	
Date
	Diagnosis
	Hospital(City/State)
	Physician
	Treatment/
Outcome

	1.

	2.

	3.

	4.

	5

	(IF  MORE  THAN  FIVE,  PLEASE  ADD  A  CONTINUATION  PAGE)


III. <FIRSTNAME>'s Social History
We last received information about <FIRSTNAME> on <D_CLSEEN>.  Since then, has <FIRSTNAME> experienced any significant events such as moving away from home, marriage, pregnancy or parenthood?  If yes, please use the space below to report each event.

	Event
	Date of Occurrence
	Description/Outcome
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FAMILY AND MEDICAL HISTORY FORM  CONTINUED


Patient ID #<PATIENT_ID>

IV.
<FIRSTNAME>'s  Siblings:

(Note half siblings with *, and indicate natural parent (mother/father) shared with <FIRSTNAME>.)

	
Full Name or "Still Born", etc.
	Sex/ Birth Date
	Serious Illnesses
	Death: Date/Cause

	1.

	2.

	3.

	4.

	5.

	(If  more than  five,  please add  a continuation  page)


V.
Authorization  And  Contact  Data
Currently we are receiving information about <FIRSTNAME> MERGEFIELD "FIRSTNAME"  from her doctor.  In the future, may we have your permission to contact you directly for this information?
(  ) YES
(  ) NO


If yes, by phone?
(  ) YES
(  ) NO


by mail?
(  ) YES
(  ) NO

Name: 
 
Relationship to <FIRSTNAME> MERGEFIELD "FIRSTNAME" : 

Address: 

Phone Number: (
)

Please identify two individuals, (not living at your address), who should know <FIRSTNAME>'s whereabouts so if you move we can maintain contact with <FIRSTNAME>.

Name: 
 
Relationship to <FIRSTNAME>: 

Address: 
  Phone Number: (
)

Name: 
 
Relationship to <FIRSTNAME>: 

Address: 
  Phone Number: (
)

Comments: 

	

	

	

	


Signature of person completing this form: 




Relationship to <FIRSTNAME>: 

Date this Form Completed: 

Please mail the completed form to:

National Wilms Tumor Study, Fred Hutchinson Cancer Research Center

1100 Fairview Avenue N,  M2-A876,  P.O. Box 19024,  Seattle, WA  98109

Telephone: (206) 667-4842,  Message Line: (800) 553-4878,  Fax #: (206) 667-6623
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LATE  EFFECTS  STUDY   ADULT  CONSENT FORM
DATE

«PSALUTATION_FL»
 Patient ID #«PATIENT_ID»
c/o «DMNAME»
«INSTNAME»
«ADDRESSA»
«ADDRESSB»
«ADDRESSC»
«CITYSTATEZIP»
Dear «PSALUTATION_L»:

I am the statistician for the National Wilms Tumor Study (NWTS).  Your parents consented for you to be enrolled in our study in «REGIS_YEAR» when you were diagnosed with the rare childhood kidney disease known as Wilms tumor.  Since then, we have received information on your progress from them and from the institution at which you were treated.  You and other participants have contributed valuable information about the diagnosis and treatment of Wilms tumor.  Today the number of surviving patients is increasing as the overwhelming majority of affected children are cured of their disease.

Now that you are 18 years or older, we are requesting your consent, as an adult, for the NWTS to continue to follow your progress.  Accordingly, we are asking you to complete, sign, and return the enclosed Adult Consent Form to «INSTNAME» at your earliest convenience.  In addition, if you would prefer that we contact someone else (i.e. your parent, spouse, etc.), please also indicate that on the enclosed form.
We are requesting your continuing participation in our study so that we may learn more about whether there are long term consequences of childhood cancer treatment.  We are happy to make available to you, upon request, any published findings of the NWTS.
We have designed the study to cause you as little inconvenience as possible.  We ask that the two forms we will send at five year intervals be filled out and returned to us.  In the intervening years we will send you a brief annual mailing to make sure that we have your current address on file.  If you or your spouse/partner become pregnant, or if you develop any serious medical problems, we may request additional information at that time.  In addition, some participants may be contacted occasionally for special studies.

Please feel free to contact us at (800) 553-4878 or email nwtsg@fhcrc.org at any time if you have questions, would like a more detailed explanation of the NWTS, or would like to share any new information with us.  If you should decide to discontinue your participation, check the second box on the form, sign and return it and we will send you no further correspondence.  However, I certainly hope that you will decide to continue in this important study and return the completed adult consent form.

With many thanks for your past cooperation and best wishes for the future.
Yours sincerely,

[image: image1.png]



Norman Breslow, Ph.D.

NWTS Statistician
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LATE  EFFECTS  STUDY   ADULT  CONSENT FORM
1.  FORMCHECKBOX 

I, «PATIENTNAME», (Patient ID # <PATIENT ID>), consent to participate in this study about my medical history and progress related to my treatment for Wilms Tumor (using my contact information given directly below).

Signed:
   Date:


Full Name:

Address:


   Phone Number:

Last 4 digits of Social Security # (Optional): <if already coded won’t request>

2. The people listed below (for example, parents, spouse, fiancé) may also report my health information to the NWTS (optional).  This does not include permission to access my medical records.
Full Name:
   Relationship:

Address:


   Phone Number:

Full Name:
   Relationship:

Address:


   Phone Number:

Full Name:
   Relationship:

Address:


   Phone Number:

If more than three, please continue on the back.
3.   FORMCHECKBOX 

Please remove my name from your mailing list and discontinue contacting me about the National Wilms Tumor Study.

Signed:
   Date:


 FORMCHECKBOX 

I retained a copy of this form.
 FORMCHECKBOX 

Please send me a copy of this form.
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LATE  EFFECTS  STUDY   ADULT  CONSENT FORM
You are being asked to continue participation in this study because you were previously treated for Wilms tumor on a National Wilms Tumor Study protocol.  This research project includes only people who choose to take part in it. Please consider the following information and take your time in making your decision.

Why Is This Study Being Done?


The Late Effects Study is being conducted in order to answer scientific questions and to serve as a resource for Wilms tumor patients and their families.  Although most people in this study enjoy good health, some may be at risk for certain health conditions.  We are collecting information from as many participants as possible in order to determine if they or their offspring are at risk for adverse medical conditions.  If there is more than one case of Wilms tumor in a given family, we plan to work with geneticists to try to estimate heritability and recurrence risks.  We would like to answer your questions about possible long-term effects of treatment for Wilms tumor.  This is why we are collecting information on health issues and pregnancies.

How Many People Will Take Part in the Study?

Over 5,000 people have chosen to participate in this study.  We expect that more people will enroll as we contact them to continue participation, at least 1,500 between December 2006 and November 2011.

What Does Participation Involve?

Every five years we will send a Medical History Form for you to fill out and a Physical Exam Form for your physician to complete and return.  In each of the intervening four yearswe send an annual request.  This Annual Status Report asks about significant health events and confirms your most recent address.

Reports of conditions of particular interest are followed up with requests for consent to obtain confirming medical records.  Current conditions of interest include pregnancy in participant or partner, heart, kidney or lung conditions, the development of other cancers, and the diagnosis of Wilms tumor in a family member.

We will always enclose return envelopes for your convenience.

What If I am not Seeing a Physician?

When we send the Physical Exam Form every five years we understand that a visit to a health care provider may be a prohibitive expense for some.  Completion of this form is not a requirement for participation.  Although we recommend continued medical care, we would like to continue hearing from you regardless of your ability to be seen by a health care provider.

Are There Benefits to Taking Part in the Study?

If you agree to continue participation in this study you may not personally experience any medical benefits.  However, you may benefit by the resources we provide when you contact us for information or advice.  Members of our national committee stand ready to answer, as knowledgeably as possible, any questions you may have.

We believe that the information we collect about you and other participants will benefit other people diagnosed with or touched by Wilms tumor.  Already people entered on the NWTS protocols have contributed enormously to our ability to successfully treat a new generation of children with Wilms tumor.  By continuing to gather information on your current health and the health of your children we hope to learn about any risks associated with treatment for Wilms tumor.
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LATE  EFFECTS  STUDY   ADULT  CONSENT FORM
What Are the Risks of the Study?

We respect that each person has a different comfort level with sharing certain aspects of his or her medical history.  This discomfort is the primary risk of participation.  However, we ask that you let us know if there is a particular part of our study for which you would rather not provide information.  When we ask for annual updates you may decline to provide answers or releases for medical records if you are uncomfortable in sharing this information.  Please let us know if you do not want to answer a particular question.

How Long Will I Be in the Study?

We would like you to participate in this study until the research is completed.  However, you may withdraw at any time.  We hope that you decide to continue participating and help us with this important research.  However, if you decide to withdraw your consent to participate in the study, we encourage you to talk to your regular doctor first and to retain the information in this document so that you may contact us in the future.  We remain available to you as a resource regardless of your participation status.

What About Confidentiality?

Extensive efforts will be made to keep your personal information confidential. We cannot guarantee absolute confidentiality, but only those involved in the science of the study will be granted access to your medical records.  Your personal identity will not be revealed in any publication or report.

In order to ensure compliance with the laws that govern research, the Fred Hutchinson Cancer Research Center (FHCRC) Institutional Review Board (IRB) will periodically audit studies.  As part of their audit process, the IRB may review your child’s medical records as they pertain to this protocol to ensure that the informed consent process was conducted properly.  If you have any questions about this review process, you may call Karen Hansen, Director of the FHCRC Institutional Review Office at (206) 667-4867.

What Are the Costs?

This study makes no payments to participants for taking part in the study.  We are also unable to provide any money for medical examinations or treatment.

What Are My Rights as a Participant?

Taking part in this study is voluntary. You may choose not to take part or may leave the study at any time.  Again, you may contact Karen Hansen at the phone number above regarding your rights as a research participant.

Whom Do I Call for More Information or if I Have Questions or Problems?

For questions about the study please call Dr. Norman Breslow at (800) 553-4878.  Dr. Breslow is the Principal Investigator of the Late Effects Study, and the NWTS Statistician.  You may also visit the website of the Data and Statistical Center at http://www.nwtsg.org.
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UNIVERSITY  OF  WASHINGTON

seattle,  washington   98195

School of Public Health and Community Medicine

Department of Biostatistics, Box 357232

DATE

«ContactName»
«AddressA»
«AddressB»
«CITYSTATEZIP»
RE:
Name:  «PATIENTNAME»

Birthdate:  «BIRTHDATE»

Reference number:  «NWTSID»
Dear «Salutation»


 MERGEFIELD Salutation <SALUTATION>

Error! Reference source not found.,

We represent a national medical study.  The person listed above, and her family, have participated in our study since <YEAR>.  We have been authorized by <INSTITUTION_OR_PI> to contact them.  Lately we have been unable to reach them, and we would like to contact them to see if they are willing to continue their participation in our study.  Could you help us get back into contact with them either by confirming that you are the correct party to contact or by forwarding this letter to the correct party to contact?  Please be assured that we are not affiliated in any way to a credit, financial, or legal agency.  
If you do not know «FIRSTNAME» or 1 IF  = "M" "his" "her" 
her
 family, please let us know that as well so we do not continue to contact you in the future.
Please answer the questions below, and return this letter to us in the envelope provided.  Any information that you provide will be held in strict confidence and used only by us for locating our study participants.  If you prefer, you can leave a message 24 hours a day at 1-888-271-1407 or leave an email message at childrens_health_study@yahoo.com.  Please leave your name, phone number and the reference number printed above and our data coordinator will return your call.  Thank you very much for any assistance you may provide.

Contact Name:

Relationship to «FIRSTNAME»:



Address:

Phone:

Other Name/s to Contact (please specify if relative, friend, employer):

Address:

Phone:

Comments: (We would greatly appreciate being updated about «FIRSTNAME»’s health):

Sincerely,

[image: image2.png]



Norman  Breslow,  Ph.D.


Statistician
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PREGNANCY SURVEY 


Participant Name: _<PNAME>_____________________________
NWTS # or Patient ID<ID#>
Many participants and their families have contacted us with questions about fertility and pregnancy.  We very much want to answer these questions, so we need everyone’s help to gather that important information.  Preliminary information showed us that almost all survivors of Wilms tumor are capable of becoming parents.  We are currently updating this study and need everyone’s help in order to confirm that the earlier information continues to be true.

This survey is being sent to 23 IF  >= 18 "all participants twelve years of age or older." "all adult participants and the parents and guardians of all participants between the ages of twelve and seventeen." 
all participants, males and females.
  It is just as important for us to hear from female participants who have not become pregnant and male participants who have not fathered a child as it is to hear from participants or participants’ partners who have had pregnancies.  Reports of pregnancy will be followed up by our staff.  We will send you a brief questionnaire about you or your partner’s pregnancy and ask you to sign a medical records release.
We very much appreciate your23 IF  < 18 " and Steven's" "" 
 cooperation in completing a comprehensive listing of 23 IF  >= 18 "you or your partner's" "1 IF  = 1 "his partner's" "her" 
his partner's
" 
you or your partner's
 pregnancies to make sure we have not missed any reports due to lapses in contact with you.  Your reports should include all pregnancies regardless of outcome (full term and early deliveries, miscarriages, etc.).  Thank you for your continued contribution.

Date pregnancy ended



Pregnancy
or completed
Outcome:  Full term, Still Born, Miscarriage, etc.
1
_____/_____/_____


2.
_____/_____/_____


3.
_____/_____/_____


4.
_____/_____/_____



23 IF  >= 18 "5.
_____/_____/_____


6.
_____/_____/_____


7.
_____/_____/_____

" "" 
5.
_____/_____/_____


6.
_____/_____/_____


7.
_____/_____/_____



 FORMCHECKBOX 
  23 IF  >= 18 "I have" "Steven has" 
I have
 no pregnancies to report

 FORMCHECKBOX 
  You have my permission to contact me in order to obtain further information about
my medical history and progress related to my treatment for Wilms tumor

_____/_____/_____


Date
Signature
23 IF  < 18 "_____/_____/_____


Date

If applicable: Signed by Parent or Guardian of Steven’s Child

" "" 
(_____) -_____ - __________


Telephone

Printed Name

________________________


Best time to call

Address



City, State, Zip

PLEASE COMPLETE THIS SURVEY AT YOUR EARLIEST CONVENIENCE AND RETURN IT TO US IN THE SELF-ADDRESSED STAMPED ENVELOPE PROVIDED.
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NATIONAL WILMS TUMOR STUDY - PREGNANCY QUESTIONNAIRE

(TO BE FILLED OUT BY MOTHER OF CHILD, WHENEVER POSSIBLE)

Name of NWTS participant: «PATIENTNAME»
NWTS #«NWTSID» - «BTHORD»

1.
You are: (Circle one)


a. The NWTS participant


b. The spouse/partner of NWTS participant (Please give your name):  __________________________________________________

2.
Date pregnancy ended: ___/___/___
 
3. 
Duration of pregnancy (weeks):______________________

4.
Pregnancy outcome, please circle one of the following:



a.
Single live birth *
f.
Multiple live birth * (please circle birth order for the child


b.
Stillbirth

described on this form: 1 2 3 and include a separate


c.
Miscarriage

questionnaire for each child)



d.
Ectopic pregnancy 
g.
Therapeutic abortion



e.
Elective termination of pregnancy
h.
Other, please specify:______________________________________

* May we have your permission to request periodic follow-up on the health status of this child?  (Circle one):   YES   NO

5.
Hospital name where delivery or other care was performed: __________________________________________________________


Hospital address: ______________________________________
City/State/Zip: ____________________________________

6.
Name of obstetrician/midwife: _________________________________________________________________________________


Address: _____________________________________________
City/State/Zip: ____________________________________

7.
Weight of infant at delivery (lb./oz): _______
lbs. _______
 ozs.
Child's sex: ______________________________________

8.
Child's full name as recorded on birth certificate: __________________________________________________________________

9.
Last 4 digits of Child's Social Security Number (Optional): ___________________________________

10.
Child's mother's date of birth: ___________________________
Child's father's date of birth: _________________________

11.
Please note any birth defects, diseases or handicaps in your child and the date of diagnosis.


Condition
Date of Diagnosis
Hospital (include city/state)

_____________________________
______/______/______
______________________________________________


_____________________________
______/______/______
______________________________________________

12.
Is this child now living? (Circle one):
YES
NO


If not: Date of death: ______/______/_______   Cause of death: _______________  City/State: _____________________________

13.
Please list any complications or diseases you had during this pregnancy:


__________________________________________________________________________________________________________

14.
Did you and your spouse/partner have difficulty becoming pregnant?   (Circle one):
YES
NO

Comments: _____________________________________________________________________________________________________

******************************************************************************************

15.
We may contact you if we have more questions.  Please provide your telephone numbers and email:

16. What is your preferred method of contact?:



Thank you for your cooperation in completing this form. We have provided a self-addressed, stamped envelope for your use.

Signed: ___________________________________________________
Date: _____________________________________________
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NWTS
AUTHORIZATION  FOR  RELEASE  OF  MEDICAL  
INFORMATION

A.
For research purposes, I hereby authorize the release of all of my prenatal through postpartum records and all of my hospital records for each pregnancy to NWTS investigator, Dr. Daniel Green.

B.
I also hereby authorize the release of all of my child(ren)'s hospital and physician birth records listed below to Dr. Daniel Green.

	Child’s Name
	Child’s Birth Date
	Last 4 digits of Child’s Social Security # (Optional)

	

	
 /
 /

	


	

	
 /
 /

	


	

	
 /
 /

	


	

	
 /
 /

	


	

	
 /
 /

	


	

	
 /
 /

	



I understand that all information obtained will be held strictly confidential and will be used for statistical purposes only.

This authorization(s) will be effective for two years from the date of signature and may be canceled by me in writing at any time.  A photocopy of this authorization will be treated in the same manner as the original.

	

	

	
/
/


	Signature
	Relationship
	Date

	
	
	

	
 /
 /

	

	


	Birth Date
	Last 4 digits of Social Security # (Optional)
	Other names records may be listed under


This form should be returned to:
NWTS DSC

FHCRC

1100 Fairview Avenue N,  M2-A876

P.O. Box 19024


Seattle, Washington  98109
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Q9403
Appendix C

NATIONAL WILMS TUMOR STUDY - PREGNANCY RECORDS REQUEST

(SENT TO HOSPITAL/OBGYN CLINIC SIGNED BY DR. GREEN)

«OBGYN»

Medical Records / Release of Information Desk

«OBA1»

«OBA2»

«OBCStZip»

Dear Release of Information Desk:

We are requesting copies of selected medical records for «MomFullN» (Date of Birth: «MDob»).  These are being requested in relation to her ongoing treatment and health, and we therefore request that they be provided without charge.

Your help is being requested because you provided health care to «MomFirstN» during her pregnancy.  Please send photocopies of her complete medical records, including office visit notes, letters from consulting physicians, hospital reports, and laboratory, pathology and x-ray reports for the following period of care: pre-natal through post-partum exams(s), («BbyDoB»).
Please send all copies to my staff at this specific address (do not address to me):

Attention: «DC», M2-A876
NWTS Data and Statistical Center

Fred Hutchinson Cancer Research Center

PO Box 19024


Seattle, WA  98109

A copy of the signed authorization for the release of «MomFirstN»'s records is enclosed.  For your convenience we have provided a business reply label.  If you have any questions regarding the study or this request, please call me at (901) 595-5915, or «DC» at (206) 667-«DCphone».  Collect calls are accepted.  Your cooperation will be greatly appreciated.

Sincerely yours,

[image: image3.png]



Daniel M. Green, MD
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NATIONAL WILMS TUMOR STUDY - PREGNANCY RECORDS REQUEST

(SENT TO HOSPITAL/OBGYN CLINIC SIGNED BY DR. GREEN)

«Hosp»
Medical Records / Release of Information Desk

«HospA1»
«HospA2»
«HCStZip»
Dear Release of Information Desk:

We are requesting copies of selected medical records for «MomFullN» (Date of Birth: «MDob»).  These are being requested in relation to her ongoing treatment and health, and we therefore request that they be provided without charge.

Your help is being requested because you provided health care to «MomFirstN» during her pregnancy.  Please send photocopies of her complete medical records, including office visit notes, letters from consulting physicians, hospital reports, and laboratory, pathology and x-ray reports for the following period of care: admission to discharge, («BbyDoB»).

Please send all copies to my staff at this specific address (do not address to me):

Attention: «DC», M2-A876
NWTS Data and Statistical Center

Fred Hutchinson Cancer Research Center

PO Box 19024

Seattle, WA  98109

A copy of the signed authorization for the release of «MomFirstN»'s records is enclosed.  For your convenience we have provided a business reply label.  If you have any questions regarding the study or this request, please call me at (901) 595-5915, or «DC» at (206) 667-«DCphone».  Collect calls are accepted.  Your cooperation will be greatly appreciated.

Sincerely yours,
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Daniel M. Green, MD
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NATIONAL WILMS TUMOR STUDY - PREGNANCY RECORDS REQUEST

(SENT TO HOSPITAL/OBGYN CLINIC SIGNED BY DR. GREEN)

«Hosp»
Medical Records / Release of Information Desk

«HospA1»
«HospA2»
«HCStZip»
Dear Release of Information Desk:

We are requesting copies of selected medical records for «BbyFullN» (Date of Birth: «BbyDoB»).  These are being requested in relation to her/his ongoing treatment and health, and we therefore request that they be provided without charge.

Your help is being requested because you provided health care to «BbyFullN» during the time period for which we are interested in the medical history.  Please send photocopies of «BbyFirstN»'s complete medical records from birth («BbyDoB») to discharge including office visit notes, letters from consulting physicians, hospital reports, and laboratory, pathology and x-ray reports.

Please send all copies to my staff at this specific address (do not address to me):

Attention: «DC», M2-A876
NWTS Data and Statistical Center

Fred Hutchinson Cancer Research Center

PO Box 19024

Seattle, WA  98109

A copy of the signed authorization for the release of «BbyFirstN»'s records is enclosed.  For your convenience we have provided a business reply label.  If you have any questions regarding the study or this request, please call me at (901) 595-5915, or «DC» at (206) 667-«DCPHONE».  Collect calls are accepted.  Your cooperation will be greatly appreciated.

Sincerely yours,
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Daniel M. Green, MD
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ANNUAL STATUS REPORT FOR YOUR CHILD(REN)
Participant Name: <PATIENTNAME> 
NWTS #<NWTSID>

The NWTS has developed several treatment regimens since 1969 for the treatment of Wilms tumor and other kidney tumors of children.  All of the regimens have been very effective for preventing the recurrence of kidney tumor, either in the original tumor site or at other sites in the body.  To help us determine which treatment regimen should be used in future patients, we need to know the side effects of the treatment.  One important group of side effects are those on the fertility of our participants and the health of their children.  To determine these effects, we would like to receive updates on the health of all of your children.  We appreciate your help with this effort very much.

While we believe it is unlikely that children of Wilms tumor survivors are at increased risk for the thirteen rare conditions listed below, it is important for us to identify if any have developed.  For each child identified below by birth date please note if any of these conditions have been diagnosed.  For some reports we may ask your permission to obtain copies of medical records.

Wilms tumor

Hypospadias (urethra where urine exits is angled differently – males only)
Sarcoma (bone or soft tissue cancer)
Congenital heart defect (problem with heart that you are born with)
Denys-Drash syndrome (kidney failure problem you are born with)
Cryptorchism (testicles are not descended into scrotal sac and need surgery to have them placed there)
Germ cell tumor (cancer of the reproductive organs, but can also be at the base of the spine or in the chest)
Aniridia (born without iris in the eye)
Polycystic disease of the kidney (fluid sacs in the kidneys causing them not to work right)


Hemihypertrophy (one side of any part of the body noticeably larger than the other)
Shortened limbs (arms or legs that are shorter than they should be)
Beckwith-Wiedemann syndrome (large tongue, low blood sugar at birth and malformed belly button or wall of belly)
Turner’s syndrome (short, wide neck, abnormal ovaries girls can be born with – one X chromosome is missing in the cells)
 If one or more of your children are not listed below, please update the list with each birth date.  Also, please note other health conditions of importance, not listed above, for each child.
Child’s Birth Date
Event/Date

Description/Outcome
Nothing to Report  (
<BIRTH DATE CHILD 1>


(
<BIRTH DATE CHILD 2>


(
<BIRTH DATE CHILD 3>


(
<BIRTH DATE CHILD 4>


(
<BIRTH DATE CHILD 5>


(
SIGNATURE: 

Date: ______________
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NATIONAL WILMS TUMOR STUDY - MEDICAL RELEASE OF RECORDS REQUEST

(TO FOLLOW UP ON CONDITION REPORTED IN OFFSPRING )

«CONTACTNAME»

«ADDRESSA»

«ADDRESSB»

«CITYSTATEZIP»

Dear «SALUTATION»:

Thank you for returning our <Annual Status Report for Your Child(ren) form> / <Pregnancy forms(s)> for your child born on <DATE>.  As you know, we are following both participants and their children to help us determine which treatment regimen should be used in future patients, and to determine if there are any long-term side effects of the treatment in the participant or their children.

<You reported that <HE/SHE> has been diagnosed with <CONDITION>> / <When we received <HIS/HER> records from <Hospital Name>, we noted that <HE/SHE> was reported to have <CONDITION>>.  This is a condition of interest to us, and we are requesting your permission to obtain copies of medical records documenting this diagnosis.  We need your signed permission to contact the treating doctor(s) and hospital of record in order to obtain these.
I have enclosed <an> / <two> authorization form<s> for you to complete and sign.  Please return them in our enclosed reply envelope.  <Please provide the name of the pediatrician and any consultant(s) who diagnosed or followed-up on this condition.>

Please feel free to contact «DSCNAME» at any time if you have questions, would like a more detailed explanation of the NWTS, or would like to share any new information with us.  You can leave a message anytime at 1-800-553-4878.  Leave your name, phone number (including area code) and the best time to reach you and someone will return your call.

As always, your participation in this study is greatly appreciated.  Thank you in advance for taking the time and interest to complete and return this form.

Sincerely,
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Norman Breslow, Ph.D.

NWTS Statistician
January 26, 2010
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AUTHORIZATION FOR RELEASE OF MEDICAL INFORMATION

for Name:  <<OFFSPRING_NAME>>
Birth Date:  <<D_PRGEND>>
NWTS #<NWTSID> - <BTHORD>
For research purposes, I hereby authorize the release of medical records for documentation of a diagnosis of «CONDITION» which occurred on or about <DX_DATE>.  If there was a hospitalization or outpatient visit which occurred around this date, I authorize the release of the <clinical reports>/<REPORT_REQ> documenting the diagnosis, and copies of all other records related to the diagnosis and/or treatment of this condition.
I understand that all information obtained will be held strictly confidential and will be used for statistical purposes only.

This authorization will be effective for two years from the date of signature and may be cancelled by me in writing at any time. A photocopy of this authorization will be treated in the same manner as the original.

Please sign both pages.

THE FOLLOWING IS TO BE COMPLETED BY THE PARENT/GUARDIAN

Date: _____/_____/_____
Last 4 digits of <CFNAME>’s Social Security # (optional): _______
Parent or Guardian’s Signature:

Relationship to <CFNAME>:

Other names <CFNAME>’s records may be listed under:

Please list all doctors who have treated <<CFNAME>> for <<CONDITION>>.

1. Doctor who first diagnosed <<CONDITION>>:


Name of Doctor:

Telephone #:


Hospital or Clinic affiliation, if any:


Hospital or Doctor’s address: 



City/State/Zip: 

2. Consultant or doctor who treated <<CONDITION>>:


Name of Doctor:

Telephone #:


Hospital or Clinic affiliation, if any:


Hospital or Doctor’s Address:


City/State/Zip:

January 26, 2010
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3. Other doctors who have been involved in the diagnosis or treatment of <<CONDITION>>:


Name of Doctor:

Telephone #:


Hospital or Clinic affiliation, if any:


Hospital or Doctor’s Address:


City/State/Zip:


Name of Doctor:

Telephone #:


Hospital or Clinic affiliation, if any:


Hospital or Doctor’s Address:


City/State/Zip:


Name of Doctor:

Telephone #:


Hospital or Clinic affiliation, if any:


Hospital or Doctor’s Address:


City/State/Zip:


Name of Doctor:

Telephone #:


Hospital or Clinic affiliation, if any:


Hospital or Doctor’s Address:


City/State/Zip:

For research purposes, I hereby authorize the release of medical records for documentation of the diagnosis of <CONDITION>.

Parent or Guardian’s Signature:


Relationship to <CFNAME>:

Date: _____/_____/_____
January 26, 2010
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NATIONAL WILMS TUMOR STUDY - RECORDS REQUEST

(SENT TO HOSPITAL TO REQUEST DOCUMENTATION OF CONDITION REPORTED IN OFFSPRING )

DATE

«Hosp»
Medical Records / Release of Information Desk

«ADDRESSA»

«ADDRESSB»

«CITYSTATEZIP»

«HospCountry»

Dear Release of Information Desk:

We are requesting copies of selected medical records for «OFFSPRING_NAME» (Date of Birth: «D_PRGEND»).  These are being requested for a research study, and we therefore request that they be provided without charge.
«CFNAME» was reported to have been diagnosed with «Condition».  Your help is being requested because you provided health care to «CFNAME» during the period in which we are interested.

We are requesting photocopies of <clinical>/«Report_Req» report(s).  Copies of the authorization forms signed by «CFNAME»'s parent are enclosed.  For your convenience we have provided a business reply label.

If you have any questions regarding the study or this request please call «DSCName» at (800) 553-4878, and press <#> to leave a message.  Leave your name, telephone number including area code, reference #«NWTSID»-«BTHORD» and the best time to reach you and we will return your call.

Many thanks for your assistance.

Yours sincerely,
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Norman Breslow, Ph.D.

NWTS Statistician
January 26, 2010
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NATIONAL WILMS TUMOR STUDY - FAMILIAL COVER LETTER

(SENT TO FAMILY REQUESTING HELP CONFIRMING POSSIBLE WILMS TUMOR IN A RELATIVE)

«CONTACTNAME»

«ADDRESSA»

«ADDRESSB»

«CITYSTATEZIP»

Dear «SALUTATION»:

I am the statistician for the National Wilms Tumor Study. You consented for <PNAME> to be enrolled in our study in «YR_REGIS» when he was diagnosed with the rare childhood kidney disease known as Wilms tumor. Since that time we have received a report on a family history form that his «RELATION» may have also been treated for kidney cancer. We are attempting to obtain clinical confirmation for an important study of familial Wilms tumor.

Families with more than one case of Wilms are of special interest to the NWTS. By studying families like yours we are attempting to determine the extent to which predisposition to the tumor is inherited and, eventually, to help identify children who might be at higher risk for the disease.

We hope that you will assist us in this study. Please forward the enclosed materials to the relative diagnosed with Wilms Tumor, or her/his guardian/closest living relative. The letter requests their permission to confirm the diagnosis. Information obtained is held in the strictest confidence, and only those directly involved in the science of the study will have access to it.

If you know for certain that this relative did not have Wilms tumor, or if this information is unavailable to you or your family please let us know and we will not continue to request this data.

Please feel free to contact us at any time if you have questions, would like a more detailed explanation of the NWTS, or would like to share any new information with us. You can leave a message anytime at 1-800-553-4878. Leave your name, phone number (including area code) and the best time to reach you and someone will return your call.

Thank you in advance for your assistance in this matter.

Sincerely,

[image: image8.png]



Norman Breslow, Ph.D.

NWTS Statistician
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NATIONAL WILMS TUMOR STUDY - FAMILIAL COVER LETTER

(TO EXTENDED FAMILY REQUESTING MEDICAL RELEASE TO CONFIRM FAMILIAL WT)

Dear Family Member of NWTS Participant:

We are asking «CONTACTNAME» to forward this letter to you regarding our study. «PNAME» was enrolled in the National Wilms Tumor Study (NWTS) in «YR_REGIS» when 2 IF  = 1 "he" "she" 
she
 was treated for Wilms tumor.  Since that time we have received notice on a family history form that another family member may have also been treated for Wilms tumor.  We would like to obtain clinical confirmation for our study.  This packet has been forwarded to you in the belief that a member of your immediate family was diagnosed with kidney cancer.

Families with more than one case of Wilms are of special interest to the NWTS.  By studying families like yours we are attempting to determine the extent to which predisposition to the tumor is inherited and, eventually, to help identify children who might be at higher risk for the disease.

If you or a member of your immediate family were diagnosed with Wilms and if you wish to participate please sign and return the enclosed release forms.  Doing this gives us your permission to obtain the dates of treatment, the names of the hospital and doctor(s), and your consent for us to contact them to confirm the diagnosis of Wilms tumor.

If you are willing to be contacted in order to learn more about our study before making a decision, please note your name and contact information on the back of this letter and return it to us in the enclosed business reply envelope.  Returning this letter and giving us permission to contact you directly does not mean you are agreeing to participate in the study.  Once the study has been described to you and we have answered any questions you may have, you will be invited to participate and you can choose at that time to participate or not.

If you do not wish to participate or if a member of your immediate family was not diagnosed with this condition, please note this on the back of this letter so that we do not continue to request this information in the future.  

Please feel free to contact us at any time if you have questions, would like a more detailed explanation of the NWTS, or would like to share any new information with us.  You can leave a message anytime at 1-800-553-4878.  Leave your name, phone number (including area code) and the best time to reach you and someone will return your call.

Thank you in advance for your assistance in this matter.

Sincerely,
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Norman Breslow, Ph.D.

NWTS Statistician
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NATIONAL WILMS TUMOR STUDY

(SIGNED BY EXTENDED FAMILY TO ALLOW CONFIRMATION OF FAMILIAL WT)

AUTHORIZATION TO CONTACT HOSPITAL/PHYSICIAN

I authorize the staff at the National Wilms Tumor Study to contact

Hospital/Physician name

in order to secure further information about: 
’s


Name of Individual

diagnosis and treatment for Wilms tumor.

PERTINENT INFORMATION:

Date of Birth 
Date of Treatment/Diagnosis of Wilms tumor

Other name(s) subject's records may be listed under
HOSPITAL WHERE DIAGNOSIS WAS MADE: 
PHYSICIAN:

Hospital Name 
Physician Name

Street Address 
Street Address

City, State, Zip Code 
City, State, Zip Code

(
)

(
)

Phone Number 
Phone Number

I hereby authorize the release of all these hospital and physician records to Dr. Norman Breslow, Fred Hutchinson Cancer Research Center, Seattle, Washington.

I understand that all information obtained will be held strictly confidential and will be used for statistical purposes only.

This authorization will be effective for two years from the date of signature and may be cancelled by me in writing at any time. A photocopy of this authorization will be treated in the same manner as the original.

Signature of Subject 
Relationship to Subject 
Date Signed

(or Legal Guardian, if applicable)
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NATIONAL WILMS TUMOR STUDY

(LETTER REQUESTING AUTHORIZATION TO CONFIRM REPORT OF TARGETED LATE CONDITION)

«ContactName»

«AddressA»

«AddressB»

«CityStateZip»

«Country»

Dear «Salutation»,

An important aspect of the National Wilms Tumor Study (NWTS) Late Effects Study is to identify any medical conditions that study participants may have had as a result of treatment for Wilms tumor.  <I understand that you had a relapse of Wilms tumor that we were not previously informed of.  It is important that we document your relapse and the treatment that you received for it.  This information will help us put any late effects that you may experience in the proper context.>
In order to further the goals of our study and to follow up on the information we received from you, we would be most appreciative if you would take the time to complete the enclosed authorization forms, and return them to us in the self-addressed, stamped envelope.  Then, with your permission, we will use the release to obtain the medical records documenting the diagnosis <and treatment> of <relapsed Wilms tumor in <YR_of_Relapse_Wilms>>/«Name _of_Condition» which you have reported to us.

Our current efforts are intended to update earlier studies in order to possibly improve or reduce treatment in newly diagnosed Wilms tumor patients as well as to alert study participants to problems that might possibly develop as a result of their treatment. Your assistance with this aspect of the study will be invaluable.  Please don’t hesitate to contact <DSCNAME> at (206) 667-<EXT> if you have any questions or concerns.
With many thanks for your continued participation in this important study.

Yours sincerely,
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Norman Breslow, Ph.D.

NWTS Statistician

Encls.
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AUTHORIZATION FOR RELEASE OF MEDICAL INFORMATION

For research purposes, I hereby authorize the release of medical records for documentation of a diagnosis of <relapsed Wilms tumor>/«Reported Condition» which occurred on or about ______/______/______ (mm/dd/yy).

If there was a hospitalization or outpatient visit which occurred around this date, <please provide copies of the operative and pathology reports for any surgical procedures as well as a summary of any chemotherapy and/or radiation therapy given as treatment for this relapse.>/<please provide a copy of the pathology report documenting the diagnosis.> / <I authorize a copy of all the following records that are available:


Discharge summary from hospital


Report of EKG


Report of MUGA Scan


Path report on any biopsy done


Report of chest x-ray>/<I authorize a copy of all the following records that are available:

Discharge summary from hospital


Reports of BUN, creatinine, urinalysis


Path report on any biopsy done


Report of late nephrectomy


Report of use of renal dialysis


Report of renal transplantation
I understand that all information obtained will be held strictly confidential and will be used for statistical purposes only.

This authorization will be effective for two years from the date of signature and may be cancelled by me in writing at any time. A photocopy of this authorization will be treated in the same manner as the original.

Hospital or clinic where diagnosis was made: 

Hospital or clinic address: 

City/State/ZIP: 

Name of physician: 

Address: 

City/State/ZIP: 

Name of NWTS participant: <PATIENTNAME>,   NWTS # <NWTSID>

/
/








Birth Date
Last 4 digits of  Social
Other names records may be listed under



Security # (Optional)






/
/

Authorizing Signature 
Relationship to participant 
Date


(parent, guardian, etc.)

January 26, 2010
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NATIONAL WILMS TUMOR STUDY

(LETTER REQUESTING DOCUMENTATION FOR TARGETED LATE CONDITION)

<DATE>

«HOSPITAL»
Medical Records / Release of Information Desk

<ADDRESSA>
<ADDRESSB>
«CITYSTATEZIP»
Dear Release of Information Desk:

<PATIENTNAME> is a participant in the National Wilms Tumor Study, a cooperative program established in 1969 to study the treatment and long term outcome of patients with this rare childhood kidney tumor.  This study includes the possible health effects of cancer and its treatment.  Our NIH Award Number is 5R01 CA54498.

An important part of this study is the verification of medical information related to conditions reported in participants.  Your help is being requested because you provided health care to <FIRSTNAME> during the time period for which we are interested in the medical history.

We are requesting photocopies of the clinical reports documenting the diagnosis of <CONDITION> which already has been reported to us by the participant.  A copy of the signed authorization for the release of <FIRSTNAME>’s records is enclosed.  For your convenience we have provided a self-addressed, stamped return envelope.

If there is a problem in providing the requested documentation, please call <DSC_NAME> at (206) 667-<EXT> so that we can work together to solve the problem.  Thank you very much for your help.

Yours sincerely,
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Norman Breslow, Ph.D.

NWTS Statistician

Encls.
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