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COMBINE 
SAFTEE GI-COMBINE (SGI, ver. A) 

         Center Participant #                        Participant Initials      Week           Sequence                                    Date              Staff ID# 

                       /   /         
                  mo.                    da.                     yr. 
 

 
 

QUESTION EVENT DATE OF 
ONSET 

DURATION 
(DAYS) 

PATTERN SEVERITY DRUG RELATED ACTION TAKEN 

 
A. GENERAL INQUIRY 
 
Have you had any physical 
or health problems since 
our last visit? 
 
Have you noticed any 
changes in your physical 
appearance since our last 
visit? 
 
Have you cut down on the 
things you usually do 
because of not feeling well 
physically since our last 
visit? 

 

1  ____________ 

2  ____________ 

3  ____________ 

4  ____________ 

5  ____________ 

6  ____________ 

7  ____________ 

8  ____________ 

9  ____________ 

10____________ 

 

 

1  ___________ 

2  ___________ 

3  ___________ 

4  ___________ 

5  ___________ 

6  ___________ 

7  ___________ 

8  ___________ 

9  ___________ 

10___________ 

 

 

1  _________ 

2  _________ 

3  _________ 

4  _________ 

5  _________ 

6  _________ 

7  _________ 

8  _________ 

9  _________ 

10_________ 

 

   IS   IN   CO MN MI  MO  S   N   DR   TO  K     O    X N    IS   C   SU   DC   O    R      I 
 

                                      IS=Isolated 
                                   IN=Intermittent 
                                  CO=Continuous 

MN=Minimal 
MI=Mild 
MO=Moderate 
S=Severe 

      N=No 
     DR=Dose-response 
     TO=Timing of onset 
     K=Known drug effect 
     O=Other (specify) 
     X=Don’t Know 
 

N=None 
IS=Increased surveillance 
C=Contra active RX 
SU=Suspend RX 
DC=Discontinue RX 
O=Other 
R=Dose Reduction 
I=Dose Increased 

 
 

*If severity is coded as ‘Severe’ the investigator should consider whether this constitutes a Serious Adverse Event.  If so, a Serious Adverse Event Report should be completed 
and faxed to the CC within 24 hours.  Lipha should be notified immediately by telephone.

Instructions:  Complete at all visits for participant’s that are assigned to MM.  For further instructions, see SAFTEE guidelines in the MM manual. 
 
 



**If depressed, inquire about possible suicidal ideation 
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      Center               Participant #                          Participant Initials      Week           Sequence                                 Date                                                    Staff ID# 

                       /   /         
                                                                                                                                                 mo.             da.                     yr. 

QUESTION EVENT DATE OF 
ONSET 

DURATION 
(DAYS) 

PATTERN SEVERITY DRUG RELATED ACTION TAKEN 

B.  STUDY SPECIFIC 
EVENTS 
Have you had any of the 
following problems since our 
last visit? 

 
 
 
  Prev 

      

 

1. Nausea………………... 
 
2. Vomiting……………... 

3. Diarrhea……………… 
 
4. Abdominal Pain………. 

5. Decreased Appetite…... 
 
6. Increased Appetite…… 

7. Headache……………... 
 
8. Dizziness……………... 

9. Fatigue………………... 
 
10. Nervousness/anxiety…. 

11. Insomnia……………… 
 
12. Somnolence…………... 

13. Depression**………… 
 
14. Itching………………... 

15. Rash………………….. 
 
16. Decreased Libido…….. 

17. Increased Libido……… 
 
18. Missed menses……….. 
19. Significant Lab  

Abnormalities (describe) 

20.   Other (describe) 

21.   Other (describe) 

   /Rec  Yes  N 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1  __________ 

2  __________ 

3  __________ 

4  __________ 

5  __________ 

6  __________ 

7  __________ 

8  __________ 

9  __________ 

10__________ 

11__________ 

12__________ 

13__________ 

14__________ 

15__________ 

16__________ 

17__________ 

18__________ 

19__________ 

 
20__________ 

21__________ 

 

1  _________ 

2  _________ 

3  _________ 

4  _________ 

5  _________ 

6  _________ 

7  _________ 

8  _________ 

9  _________ 

10_________ 

11_________ 

12_________ 

13_________ 

14_________ 

15_________ 

16_________ 

17_________ 

18_________ 

 

 

20_________ 

21_________ 

        IS   IN   CO 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 MN MI  MO   S   N   DR  TO   K    O    X 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

   N    IS    C    SU  DC   O    R     I 

 
 
 
 
 
 

         IS=Isolated 
      IN=Intermittent 
      CO=Continuous 

MN=Minimal 
MI=Mild 
MO=Moderate 
S=Severe 

     N=No 
     DR=Dose-response 
     TO=Timing of onset 
     K=Known drug effect 
     O=Other (specify) 
     X=Don’t Know 
 

N=None 
IS=Increased surveillance 
C=Contra active RX 
SU=Suspend RX 
DC=Discontinue RX 
O=Other 
R=Dose Reduction 
I=Dose Increased 



**If depressed, inquire about possible suicidal ideation 
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SAFTEE GI-COMBINE (SGI, ver. A) 
            Center Participant #                           Participant Initials       Week          Sequence                Date           Staff ID# 

                       /   /         
                                    mo.              da.                      yr. 
 
 

Study Specific  
Event Number 

(# from p.2) 

Description 

 
 
 
 
 
 
 

 

 
 
 
 
 
 
 

 

 
 
 
 
 
 
 

 

 
 
 
 
 
 
 

 

 


