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Sample Data Collection Form for Colposcopic Findings
(For Hypothetical Study with 3 Visits)

StudyD: [ ] T | CenteriD: [ [ [ [ ] PatientID: [ [ [ ]
FINDING| VISIT TYPE LOCATION/PERCENT BLOOD SIZE | ACTIONS
# AND DATE* | 1* Location | 2" Loc/:ation|3'° Location | STATUS | DX | COLOR | pggE) g| EPITHELIUM| " | " pAKEN
o | O oo oo O [ | o | O O | O |ooo
MmO o] O (o] O | O O | O 000
L e oo o | O (| O | O™ O | O |[O0oO
i i g o e o e e e Y o v I o Y o O | 0O 000
M | O Oy ] 0 (o) O | O O | O 000
Summary: Serious? [ | Outcome? [ | Product-related? [ | If not product related - other, specify:
mE HT'—t|1|—||—| [T H [T H T CTH [] [T ] [] [] [] 1]
mE HT'—t|2|—||—| [T H [T H T CTH [] [T ] [] [] [] 1 (I
L oo o 0| O (o | O | O O | O |[OoO
RS [ O CH | O | O | O ] ] I
RS [ O CH | O | O | O ] ] .
Summary: Serious? | | Outcome? | | Product-related? | |  If not product related - other, specify:
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Summary: Serious? [ | Outcome? [ | Product-related? [ | If not product related - other, specify:
Finding# [ [ ]| VisitDate: [ [ T [ [ [ | Diagnosis: | | | [ [ [ [ | | | HEEEE
FOR DX OF 10 (other), specify: Finding# [ [ ]| VisitDate: [ [ [ [ [ [ | Diagnosis: [ [ T T T T T T T T TTTT1
Finding# [ [ ]| VisitDate: [ [ T [ [ [ | Diagnosis: | | | | [ [ [ | | | BN
E%t?;?;hef Visit 1 [T 1] Visit2 T 1] Visit 3 [T 1 ] UnscheduledVisit [ ] ] ] Unschedule T 1]
* All dates are [provide preferred date format]. Information about each finding should be recorded at each visit Page |:| of |:|

(Use as many pages as needed to record all findings)
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Sample Data Collection Form for Colposcopic Findings

CODE LIST
External Genitalia Cervix & Fornices Vagina
Percent Key
Fornices Cervical vulva cervix (% of anatomical
20 S I e P area that is involved)
N 19 24 o
T S
LOCATION R U OLE & 22 I e . 1: 1-25%
CODES: T 23 21| R|22 50| R 2: 26-50%
I . _7Ro,
o 8 ”e : 3: 51-75%
R R 4: >75%
cervix vulva
1, 2: Labia majora 9: Cervical face 18: Proximal half, anterior vaginal wall
3, 4: Labia minora 10: Anterior cervical trunk 19: Distal half, anterior vaginal wall
5: Clitoris/prepuce 11: Anterior vaginal fornix 20: Distal half, left lateral vaginal wall
6: Introitus 12: Left cervical trunk 21: Proximal half, left lateral vaginal wall
7: Perineum/anus 13: Left vaginal fornix 22: Distal half, right lateral vaginal wall
8: Urethra 14: Right cervical trunk 23: Proximal half, right lateral vaginal wall
15: Right vaginal fornix 24: Proximal half, posterior vaginal wall
16: Posterior cervical trunk 25: Distal half, posterior vaginal wall
OTHER CODES: 17: Posterior vaginal fornix
sTaTus |DIAGNOSIS| o5 op |  BLOOD Hepirpe;ym| SI4E | ACTION SERIOUS? OUTCOME? PRODUCT
(DX) VESSELS (mm) | TAKEN RELATED?
0: Baseline 00: Normal 0: Normal 0: Intact 0: Intact 0:<5 Indicate all 0: No 1: Resolved without 0: No-present
1: New 01: Erythema 1: Slightly 1: Disrupted 1: Superficial 1:5-10 that apply: 1:Yes ™ sequelae before
(Not present | 02: Edema red disruption 2:>10 2: Resolved with product use
at baseline) | 03: Grossly 2: Red 2: Deep 0: None * Death, persistent sequelae 1: No-iatrogenic
2: Still white finding | 3: Purple disruption 1: Follow-up or inpatient 3: Finding still present 2: No-other
present 04: Petechiae 4: Pale 2: Participant hospitalization, at discontinuation/ 3: Yes-possibly
3: Resolved 05: Ecchymosis| 5: White discontinued or prolongation of exit 4: Yes-probably
4: Recurred 06: Peeling 6: Other 3: Product use hospitalization, 4: Unknown, participant 5: Yes-definitely
07: Ulcer interrupted persistent or lost to follow-up
08: Abrasion 4: Finding significant disability
09: Laceration treated or incapacity,
10: Other congenital anomaly
or birth defect




