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Purpose

To define procedures for taking photographs of infants participating in the MTN-016 who have possible abnormalities.

Scope

This procedure applies to all staff involved in photographing infants for the MTN 016 study.
Responsibilities

MTN 016 staff members delegated by the Investigator of Record to photograph suspected or confirmed abnormalities identified on the infant physical exam are responsible for understanding and following this SOP.  

MTN 016 Study Coordinator [or other designee] is responsible for training study staff to photograph suspected or confirmed abnormalities in accordance with this SOP, and for day-to-day oversight of staff involved in MTN 016.
MTN 016 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN 016 staff members follow this SOP.

Introduction
1.0 If the infant has any suspected or confirmed anomalies, [insert responsible staff ] should document the anomalies in as much detail as possible on the source documents and/or the Infant Physical Exam CRF, as well as complete the Major Malformation Assessment worksheet  (MMAW) (MTN-016 SSP section 10, Appendix 10-1).
2.0 If the Major Malformation Assessment worksheet indicates the abnormality may be eligible as a major malformation endpoint, complete the Major Malformation Assessment (MMA) form (MTN-016 SSP section 10, Appendix 10-2).  
3.0 If consent has been obtained and documented from parent or guardian (see MTN-016 SOP XXX for Obtaining Informed Consent), a full photo survey (as described in the protocol, MTN-016 SSP section 10.7.3, and Major Malformation Photographic Documentation Guide) of the infant should be completed and uploaded to ATLAS.
Procedures

1.0 [Insert responsible MTN-016 Staff] will confirm that the parent/guardian has agreed to have photographs taken of the infant by checking the designated box indicated on the signature page of the Screening and Enrollment Informed Consent form. 

1.1 If the parent/guardian has NOT consented to photographs, [Clinic Staff (Research Nurses, Clinicians and/or other designee)] will provide a detailed description of the potential abnormality in the infant’s records, and will upload the Major Malformation Assessment form to ATLAS without photos.
1.2 If the parent/guardian has consented to photographs, [Clinic Staff (Research Nurses, Clinicians and/or other designees)] will proceed with a complete photo survey of the infant.
2.0 The complete photo survey of the infant should include:
· Close up images of the suspected abnormality from as many perspectives as possible (front, rear, left and right lateral, as appropriate)
· Front view of the face/ neck and upper torso of the infant

· Rear view of the head/neck and upper back of the infant

· Left lateral view of the head/neck

· Right lateral view of the head/neck

· Front view of infant (full body; unclothed)

· Rear view of the infant (full body, unclothed)

· Palmar view of the hands

· Dorsal view of the hands (showing fingernails)

· Dorsal view of the feet  (showing toenails)

Guidance for photographs:

· Keep Major Malformation Photographic Documentation Guide with the camera along with copied section of SSP section 10, and MTN-016 SOP XXX Photographing infants with possible abnormalities for MTN-016.
· Mother should be present.
· Keep the baby warm.
· Easiest when baby is fed and calm.
· Don’t force any positions.
· Extra lighting may be needed; do use a flash if available.

· Solid background is preferred.

· Area of interest should take up majority of screen (may be 75% of view), but not so close as to lose focus.
· Take extra views and select the best for uploading.

3.0 Saving and Uploading Photographs

3.1 Photographs obtained should be stored and managed as part of the infant’s medical record as source documents. [insert details on who will be responsible for downloading photos from camera, where they will save photos, and how copies for medical record will be produced and stored.]  Photographs should be saved per the conventions detailed in the MTN-016 SSP section 10.7.4.  

3.2 [Insert responsible staff] will be responsible for uploading the photographs to ATLAS within 2 business days of the visit in which photographs were taken.  SSP Section 10.7.4 for uploading instructions.

3.3 [Insert site process for transferring photographs to the computer such that photo files are not maintained on camera memory card.  All photographs should be treated as confidential medical source documents and processes to protect the photographs should be described and implemented].
3.4 [Insert details how site will manage confidentiality on the computer, through use of password protection, limited staff access, etc such that only designated staff can view photographs]. 
4.0 Equipment Storage and Maintenance

4.1  [Insert details of where photographic equipment will be stored and who is responsible for ensuring camera/batteries/any extra lighting or blankets/ guide brochure are functional and available when needed].
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

[Insert as applicable]
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