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Dear Sir or Madam:
My name is Tory Martucci; I work in the laboratory of Karel Pacak, M.D., Ph.D., D.Sc., Chief, Section on Medical Neuroendocrinology, at the National Institutes of Health, Bethesda, Maryland.
We received your request for a genetic testing kit and are happy to help your child discover his or her genetic information regarding the SDHB/C/D genes. Enclosed in this package will be a cardboard box containing a blood draw kit and a packet of forms. The blood draw kit should include: two blood draw vials with purple caps, a Quest diagnostic biohazard bag, a strip of red packing tape, a Styrofoam box, a plastic bag, and ThermoSafe packing instructions. Please check to be sure that your kit contains all of these supplies.
The form packet should include a Minor Consent Form Cover Page (3 pages), a Consent to Participate in a Clinical Research Study form (9 pages), an Ambulatory Care Services form (2 pages), a General Admission Consent form (1 page), an Information Practices form (1 page), an Addendum to General Admission Consent form (1 page), a Statement of Relationship to Child form (1 page), a Privacy Act Letter (1 page), a Bloodborne Infections form (1 page), and a Checklist of Forms and Signatures (1 page). Please check to be sure that you have received all forms.
Genetic Testing Concerns/Questions
Before you decide to accept/reject this offer to participate in the research study, please take the time to weigh the risks and benefits of genetic testing. If you have any questions about genetic testing or its implications, please contact Tory Martucci (contact information listed at the end of this letter), and she will put you in touch with someone who can answer any questions or address any concerns you might have.
Form Instructions
We greatly appreciate your willingness to participate in this study. Before we can process your child’s blood and do any genetic testing we will need you to fill out some forms. Below is a list of required forms and instructions on how to complete them. Please take the time to read all forms and fill them out as legibly and carefully as possible.
1) Minor Consent Form Cover Page (3 pages)
   - Please fill out this form as directed

   - This form must be signed and dated (page 3)
2) Consent to Participate in a Clinical Research Study (9 pages)
   - The first 8 pages of this form present information regarding this study. Please take some time to read this to learn more about this study 
   - On pages 8 you must sign your name next to your wishes – a check mark will not be sufficient
   - On page 12 please fill out Section B and Section C if applicable – please do not forget to record the date next to your signature
3) Ambulatory Care Services (2 pages)
   - Please complete this form as directed
4) General Admission Consent Form (1 page)
   - Under “Consent to Admission” please print your child’s name 
   - Please sign and date on the line above “Signature of Parent/Legal Guardian”
   - A member of our staff will witness this form
5) Information Practices Form (1 page)
   - Please select one of the options above the signature line

   - Please sign and date on the line above “Signature of Parent/Legal Guardian”

   - A member of our staff will witness this form

6) Addendum to General Admission Consent (1 page)

   - Please completely fill out the “Legal Guardian Certification” box

7) Statement of Relationship to Child (1 page)

   - Please fill out the form as directed

   - Please sign and date this form where indicated

8) Privacy Act Letter (1 page)
   - Please print your address and the date at the top of this form

   - Please sign and print your name and write your date of birth at the bottom of the form

9) Bloodborne Infections form (1 page)

   - Please indicate if your child has tested positive for any bloodborne diseases

   - Please print your name and the date at the end of the form

10) Checklist of Forms and Signatures (1 page)

   - This form is for organizational purposes, to assist in keeping track of the forms

   - I will have completed the top section of this form as I packed the kit
   - Please complete the middle section of the form when you send the kit back to verify that all forms are completed and included
   - I will complete the bottom section of the form when I receive your kit

Thank you for taking your time to read and fill out these forms. Please keep a copy of these forms for your records and return the originals with the blood sample (address provided below). Please Note: If all forms are not filled out and signed there will be a delay in testing, as we will be required to return the unsigned forms and wait until they are returned. 
If you have any questions or concerns about these forms please do not hesitate to contact Tory Martucci (contact information listed at the end of this letter).
Blood Draw and Logistics
If you choose to participate in this research study, please contact your doctor to request a blood draw. It would be best if you can arrange to have the blood draw early in the week, Monday/Tuesday, so that the blood will arrive before the weekend. We do not need much blood for the test, but it does need to be packaged in a very specific manner in order to protect the samples. To make this as easy as possible we will provide you with:
· A packing instruction sheet written by ThermoSafe to be found in the blood kit
· A kit with two purple capped tubes for the blood
· A pre-paid FedEx plastic envelope and box in which you can send your samples back to the NIH
Unfortunately, we are unable to pay the blood draw fee if your insurance does not cover it; however, you are welcome to come to the NIH for a free blood draw. If you choose this option, please call or email Tory Martucci (contact information listed at the end of this letter).
Packing/Shipping Instructions
The blood draw kit, the box you received in this shipment, contains an instruction sheet from ThermoSafe on how to appropriately pack the vials of blood. Please take some time to read and understand this form and provide it to whoever will be packing the blood. 
Please place the cardboard box containing the blood into the provided FedEx shipping bag. Fill out the date on the prepaid envelope and overnight the package to the NIH as soon as possible. Do not forget to enclose the signed consent forms in this package. Ship to:
Karel Pacak, M.D., Ph.D., D.Sc./Tory Martucci
10 Center Drive, Building 10 CRC
Room 1E-1-3140
Bethesda, Maryland 20892-1109 
Genetic Testing Results
Because this is a research study your results will not be automatically available to you or your physician. In order to receive your results, you must fill out the Privacy Act Form provided. Please note that it may take 6 months or longer to receive results through this research study. 
If an SDHB/C/D mutation is found, we encourage you to contact our program coordinator, Karen T. Adams, CRNP, M.Sc., to learn about the possibility of further tests at the NIH to rule out pheochromocytoma/paraganglioma. These tests generally include a full body CT, a thyroid ultrasound and blood work, all to be done at the NIH free of charge. More information about the tests done for patients suspected of having pheochromocytoma/paraganglioma can be found in the clinical research packet enclosed. If you are interested in such testing please contact Ms. Karen T. Adams at:
Karen T. Adams, CRNP, M.Sc.
Office Number: (301) 402-7785
Email: adamskt@mail.nih.gov
Thank you for taking your time to participate in this genetic testing research. If you have any further questions or concerns please feel free to contact Tory Martucci at:
Tory Martucci

Office: (301) 402-4620
Email: martuccivl@mail.nih.gov
