MTN-016 Major Malformation Assessment Form


(SSP Section 10, Appendix 10-2)

Instructions:  This form is completed if indicated per the instructions on the Major Malformation Assessment Worksheet. Submit this completed form to Atlas within 2 business days of completion of the physical exam.  Note: Do not submit the worksheet to Atlas, but store it with participant MTN-016 study records.
IMPORTANT: Complete all required fields so the clinical reviewers have all information required to follow-up as needed.

Site Name:      
Physical Exam Date (dd-MMM-yy):      
Completed by:      
Email Address:      
Infant PTID:                                  
Infant Birth Date (dd-MMM-yy):      
History:

All relevant data submitted via DataFax will be made available to the MTN-016 clinical reviewers and do not need to be resubmitted. However, information collected on non-DataFax forms (such as the Woman Medical History Log form and the Infant Medical History Log form) will not be in the MTN-016 database. Therefore, pertinent information from those forms or other source documents must be provided here. It is important that all records are consistent.

Description of malformation(s)

The Infant Physical Exam form, Woman Concomitant Medications Log form, Genetic Screening History form and Pregnancy Report and History form will be available to the MTN-016 Clinical Team, so there is no need to repeat findings already submitted.  However, additional details can be provided here.  Particularly if you were unable to collect and send photographs, a detailed description and/or sketch of the physical findings should be included.  
Assessment (What is your assessment of malformation(s) described?)

Plan (What is your plan for referral or follow up of these malformations?)

Note: Store this completed MTN Major Malformation Assessment form with participant MTN-016 study records.
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