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# Variable Type Len Format | Label
1 |blind_id Char 12 Blinded ID
2 EVENTNO Num 815. A3. SAE Report Number
3| CODE_SITE P |Char 8| %8. [Added Version B] A4. Event code from site
4| CODE_SITE Char 8| %8. [Version A only] A4. Event code from site
5| CDNAM_SITE |Char 100 | $100. Ada. Identify the AE event name/specify other
6 | onset_age Num 8 Ab. <created var>Age at onset of event, days
7 | review_age Num 8 AB. <created var>Age at review, days
8 | AGREE Num 8|3. B1. Do you agree with the event code/name assigned by the site?
9| AGREE_C Num 813. [Version A only] B1. Do you agree with the code (from code list C)assigned?
10 | SPECIFY_P Char 8| %8. Bla. Specify new code from CTCAE-MedDRA code list
11| SPECIFY Char 8| %8. [Version Aonly] Bla. If NO, specify new code
12 EVTNAM_P Char 100 | $100. I[Added verison B]B1b. Identify the AE event name from CTCAE-MedDRA code
ist
13| EVTNAM Char 100 | $100. [Version Aonly] B1b. AE event name/specify other
14  EVTNAM_SITE | Char 100 | $100. [Version A only] Blb_old. OLD AE event name/specify other
15| SERIOUS Num 8|3. B2. Seriousness of event
16 | EXPECTED Num 83. B3. Was this event expected
17 | REL_DRUG Num 8|3. B4. Was this event related to study drug
18 | REL_TEST Num 813. B5. Was this event related to study test
19| TEST_SPEC Num 8/3. B5a. Specify
20 | final_age Num 8 B7. <created var>Age when form finalized, days




