Early Termination Visit Rectal Exam

	PTID:
	Visit Date: 
	Visit Code: 


Mark “Not applicable or N/A” next to all procedures that are not clinically indicated for the visit.

1. ____
Review chart notes and other relevant documentation.

2._____
Explain the exam procedures to the participant and answer any participant 
questions. 

3._____
Affix a SCHARP-provided PTID labels to the specimen collection tubes at the 
time of collection.  Record the PTID and write the specimen collection date in ink on the label.  

4._____
Position the participant in a lateral position on the left side. Drape the participant 
comfortably.

5._____
Inspect the anus and surrounding area visually. Document abnormal findings on 
items # 1-1a of the Rectal Exam CRF and in chart notes.

6._____
If clinically indicated, lubricate the anoscope with the study specified lubricant and insert the anoscope into the anal canal until the anoscope ‘wings’ touch the anal verge.  Remove the obturator. 
7._____
If clinically indicated, collect the rectal swab for GC/CT testing by removing it

from the plastic tube and inserting it through the anoscope placing in contact with the rectal wall. Gently turn the swab 360 degrees and remove. Place the rectal swab in the transport tube, break off shaft of swab and cap. Remove  anoscope following specimen collection.

8._____
Perform a digital rectal examination by inserting a gloved finger, lubricated with

study specified lubricant, into the anal canal and sweep around the internal anal circumference. Document abnormal findings on items #2-2a of the Rectal Exam CRF. Any unexpected discomfort should also be documented in chart notes and/or in the comments field of the Rectal Exam CRF. 
9. ____If clinically indicated, use study provided lubricant to lubricate the tip of the 
sigmoidoscope. Insert the sigmiodoscope into the anal canal.

10.____
Using the jumbo endoscopic foreceps, collect seven rectal biopsies at 

approximately 15 cm from the anal verge via flexible sigmoidoscopic biopsy. Remove sigmoidoscope following specimen collection. 
11. ___If clinically indicated, use study specified lubricant to lubricate the anoscope. 

Insert the anoscope into the anal canal until the anoscope ‘wings’ touch the anal verge.  Remove the obturator. 
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12. ___Using the jumbo endoscopic foreceps, collect seven rectal biopsies at 

approximately 9 cm from the anal verge via anoscopic biopsy. Remove     

anoscope following specimen collection. 

Note: Required biopsies are to be collected as follows:

_____1 biopsy at each location for Histology (15 cm and 9 cm)

_____2 biopsies at each location for Cytokine RT PCR (15 cm and 9 cm)

_____3 biopsies at each location for Mucosal T Cell Phenotyping (15 cm and 9 cm)

_____1 biopsy at each location for Mucosal Gene Expression Array (15 cm and 9 cm)
13._____Obtain vital signs and document in chart notes. Evaluate any abnormal findings.

14.____Document exam findings on the Anoscopy and Sigmoidoscopy Results CRF.  
Document specimen collection and storage on the Specimen Storage CRF and the LDMS Specimen Tracking Sheet (non-DataFax) CRF.  
