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Purpose

To define procedures for the referral of infants for follow up on abnormal or clinically suspicious findings on physical exam, developmental testing, and/or growth monitoring.

Scope

This procedure applies to all staff involved in the referral of infants for follow up on abnormal or clinically suspicious findings on physical exam, developmental testing, and/or growth monitoring in  MTN-016 participants. 

Responsibilities

MTN-016 staff members delegated by the Investigator of Record are responsible for understanding and following this SOP when referring infants enrolled into MTN-016 to follow up care, follow up on abnormal or clinically suspicious findings on physical exam, developmental testing, and/or growth monitoring.
[MTN-016 Study Coordinator or other designee] is responsible for ensuring that all pertinent staff are trained in accordance with this SOP and for day-to-day oversight of MTN-016 staff regarding this SOP. 

MTN-016 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN-016 staff members follow this SOP.  

Introduction
1.0 The MTN-016 protocol specifies if any infant is identified to have abnormal or clinically suspicious findings upon physical exam, developmental screening assessment, and/or growth monitoring the infant must be provided with or referred to pediatric care.  Note, all women, upon enrolling in the study, will receive referrals for prenatal care if they are still pregnant. [Insert list to all local providers of pediatric care, if applicable, or provide in an appendix]
2.0 Suspected or confirmed abnormalities and referral for follow up care or any treatment/additional testing outside the protocol offered by the clinical site must be documented in the participant study record and other applicable source documentation (e.g. Infant Physical Exam CRF, Infant Visit CRF, the Major Malformation Assessment Worksheet (MMAW), and the Major Malformation Assessment (MMA) form should be completed as appropriate.)
3.0 The scope of the review by the MTN-016 geneticists is to determine whether the abnormality meets criteria as a major malformation endpoint for MTN-016. This review is not intended to be a consult and should not delay or take the place of appropriate local referrals.
4.0 [MTN-016 Clinic Staff (Research Nurses, Clinicians and/or other designee)] are responsible for explaining study developmental and growth assessment procedures to participants and performing any clinical assessments involved in the identification of abnormalities.  [Insert responsible staff] is responsible for the interpretation of any abnormal findings, completion of the Major Malformation Assessment Worksheet, and if relevant, the Major Malformation form for submission to SCHARP (refer to SSP Section 10.7 and MTN-016 SOP XXX for Photographing of Infants with Possible Abnormalities). 
Procedures
 1.0 
[Insert procedures for referring or providing infants with follow up care and 
ensuring that infants will be linked to appropriate prenatal or pediatric care 
services]
2.0 
The [Site Investigator of Record and/or designee] will offer to provide a written copy of the abnormal or clinically suspicious findings identified during physical exam, developmental screening assessment, and/or growth monitoring to the referred care provider. If the participant declines to accept written documentation, site staff must provide documentation in the source chart and maintain a copy for the participant in case willingness to accept documentation changes.  Permission must be granted by the infant’s parent(s) or guardian prior to providing this information to the care provider. 
3.0 
[Insert procedures for following up with parent(s) of an infant who has not obtained follow up care for the infant and does not return for a study visit or to ensure that follow up care has been obtained] All follow-up attempts will be documented in the participant’s chart.
List of Abbreviations and Acronyms

CRF

Case Report Form

MMA 

Major Malformation Assessment

MMAW
Major Malformation Assessment Worksheet

MTN

Microbicide Trial Network

SOP

Standard Operating Procedure

SSP

Study-Specific Procedures

[Insert additional as applicable]

Attachments

Attachment 1:  

[Insert additional as applicable]
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