MTN-016 Major Malformation Assessment Worksheet

(SSP Section 10, Appendix 10-1)

1. Is/are the abnormality/abnormalities identified during the physical exam a structural abnormality with surgical, medical or cosmetic importance?

· Yes

· Unsure

· No ( If no, abnormality identified during the physical exam does NOT meet the inclusion criteria as a major malformation endpoint for MTN-016.  The Major Malformation Assessment of these findings is complete.  STOP, end of worksheet.
2. Was/were the abnormality/abnormalities ascertained prior to one year of age?

· Yes

· Unsure
· No ( If no, the abnormality identified during the physical exam does NOT meet the inclusion criteria as a major malformation endpoint for MTN-016.  The Major Malformation Assessment of these findings is complete. STOP, end of worksheet.
3. Is/are the abnormality/abnormalities identified during the physical exam any of the following:

a. Birth mark?

· Yes
· Unsure 

· No
b. A deformity or deformities that represent the normal response of fetal tissue to mechanical forces? That is, an atypical body part growth and/or appearance attributable to fetal position and/or pressure of surrounding maternal tissue(s).  For example, molding of the skull, also known as positional plagiocephaly, would not be considered a major malformation.

· Yes
· Unsure

· No

c. Minor physical feature(s)?

· Yes.  Were 2 or more minor physical features identified on this exam?

· Yes

· No

· Unsure

· No 

Presuming that questions 1 and 2 are answered either “yes” or “unsure”:

	If the responses to items 3a, 
3b, or 3c are “no” or “unsure”
	(
	proceed with evaluation as a potential major malformation endpoint as described in SSP section 10.7.  Complete the MTN-016 Major Malformation Assessment form and, if consent has been obtained and documented, obtain photographic documentation as outlined in SSP section 10.7.3.

	If there are 2 or more minor physical features identified for item 3c
	
	

	For all other responses to items 
3a, 3b, and 3c
	(
	the malformation(s) identified does NOT meet the inclusion criteria as a major malformation endpoint for MTN-016.  The Major Malformation Assessment is complete.  STOP and do not complete the Major Malformation Assessment form.


Note: Do not submit this worksheet to Atlas.   Store it with participant MTN-016 study records.
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