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Appendix 4. GSI Grading Scale for Severity of Adverse Events and Laboratory Abnormalities

HEMATOLOGY
Grade 1 Grade 2 Grade 3 Grade 4

Adult and Pediatric  57 Days









Adult and Pediatric  57 Days 



















Infant, 36–56 Days 


 

Infant, 22–35 Days 








Infant, 1–21 Days 








Adult and Pediatric, 
≥ 7 Months#

  

  

Adult and Pediatric 
> 13 Years












HEMATOLOGY
Grade 1 Grade 2 Grade 3 Grade 4

Adult and Pediatric 
 13 Years




















  

  

  

  

 
 

  

  

       

       

  



CHEMISTRY

Grade 1 Grade 2 Grade 3 Grade 4

  
  

  
  

Adult and Pediatric
 1 Year

  
  

Infant <1 Year   

Adult and Pediatric
 1 Year










Infant <1 Year 





Adult and Pediatric
 1 Month










Infant, 1 Month 








  
  



CHEMISTRY

Grade 1 Grade 2 Grade 3 Grade 4

Adult and Pediatric
2 Years










Pediatric ≥7 days -2 Years

Infant, 7 Days   

Adult and Pediatric  7 Days
  

  

Infant, 7 Days   

  

   

   

   










  



CHEMISTRY

Grade 1 Grade 2 Grade 3 Grade 4

Adult and Pediatric
 14 Years 










Pediatric 1 Year–14 Years   

Pediatric  1 Year   

Adult and Pediatric > 14 Days        

Infant,  14 Days  

Infant,  14 Days 

      

  

  



CHEMISTRY

Grade 1 Grade 2 Grade 3 Grade 4

Adult and Pediatric           
≥ 1 year

Infant  < 1 Year































Adult and Pediatric 
≥ 4 Years

   

   

Pediatric < 4 Years  

 









CHEMISTRY

Grade 1 Grade 2 Grade 3 Grade 4

 

 

Pediatric  18 Years 





       

ENZYMES
Grade 1 Grade 2 Grade 3 Grade 4

      

      

      

      

       

       

       

Pediatrics <16 years

≥ 16 years


















URINALYSIS

Grade 1 Grade 2 Grade 3 Grade 4

 





  

Adult and Pediatric 
 10 Years



Pediatric  3 Mo to 
< 10 Years



 








CARDIOVASCULAR
Grade 1 Grade 2 Grade 3 Grade 4

















Pediatric  17 Years 



CARDIOVASCULAR
Grade 1 Grade 2 Grade 3 Grade 4

 

Pediatric  16 Years






Pediatric  16 Years




RESPIRATORY

Grade 1 Grade 2 Grade 3 Grade 4



Pediatric  14 Years



OCULAR/VISUAL

Grade 1 Grade 2 Grade 3 Grade 4



SKIN

Grade 1 Grade 2 Grade 3 Grade 4



GASTROINTESTINAL

Grade 1 Grade 2 Grade 3 Grade 4

Adult and Pediatric  1 Year




Pediatric  1 Year



GASTROINTESTINAL

Grade 1 Grade 2 Grade 3 Grade 4






NEUROLOGICAL
Grade 1 Grade 2 Grade 3 Grade 4



NEUROLOGICAL
Grade 1 Grade 2 Grade 3 Grade 4

Pediatric  16 Years



NEUROLOGICAL
Grade 1 Grade 2 Grade 3 Grade 4

Pediatric  18 Years



MUSCULOSKELETAL

Grade 1 Grade 2 Grade 3 Grade 4



Pediatric  21 Years



SYSTEMIC

Grade 1 Grade 2 Grade 3 Grade 4

 
 

 
 

 
 

 
 





INJECTION SITE REACTION

Grade 1 Grade 2 Grade 3 Grade 4

  
 




Pediatric  15 Years
 






ENDOCRINE/METABOLIC

Grade 1 Grade 2 Grade 3 Grade 4



GENITOURINARY

Grade 1 Grade 2 Grade 3 Grade 4

INFECTION

Grade 1 Grade 2 Grade 3 Grade 4

Basic Self-care Functions:
Usual Social & Functional Activities:



Appendix 5. Pregnancy Precautions, Definition for Female of Childbearing 
Potential, and Contraceptive Requirements

1) Definitions

a) Definition of Childbearing Potential

b) Definition of Male Fertility

2) Contraception Requirements for Female Subjects

a) Study Drug Effects on Pregnancy and Hormonal Contraception

b) Contraception Requirements for Female Subjects of Childbearing Potential
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









o

o

o



o

o

o

o

o

o



3) Contraception Requirements for Male Subjects

4) Unacceptable Birth Control Methods

5) Procedures to be Followed in the Event of Pregnancy



Appendix 6. Definitions of HIV-1 Related Disease (CDC Guidelines) {35184}



































 Mycobacterium avium Mycobacterium kansasii

 Mycobacterium tuberculosis











 Salmonella






