

ADVERSE EVENT - 2 Investigational Agents
(All SAEs must be reported to Sponsor immediately unless protocol specifies differently.  IRB must be notified if SAEs may be related to test article.)

IRB#:  




  Subject Identifier: 




  Date:






	Adverse Event

(specific condition or event)
	√ if SAE
	Start Date &

Time
	Stop Date &

Time
	Severity

CTC Grading
	Relationship to 

“TA #1”
	Action Taken

“TA #1” 

(indicate all that apply)
	Treatment

(indicate all that apply)
	Outcome

	
	
	___/___/___

__________

(24 hr clock)
	___/___/___

__________

(24 hr clock)
	1 (Mild)                         

2 (Moderate)               

3 (Severe)                   

4 (Life Threatening)

5 (Death)
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	Definite             

Probable           

Possible          

Unlikely

Not Related
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	None

Observation

Intervention 
Temp. stop tx.

Perm. stop tx.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	None

OTC

Prescription

Hospitalized

Other
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	Resolved

Resolved (with residual)
Ongoing

Death
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	Comments / Clarifications:
	Relationship

to 

“TA #2”
	Action Taken

“TA #2”
(indicate all that apply)

	Investigator Signature:                                                                              Date:
	Definite             

Probable           

Possible          

Unlikely

Not Related
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	None

Observation

Intervention 
Temp. stop tx.

Perm. stop tx.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 



	Adverse Event

(specific condition or event)
	√ if SAE
	Start Date &

Time
	Stop Date &

Time
	Severity

CTC Grading
	Relationship to 

“TA #1”
	Action Taken

“TA #1” 

(indicate all that apply)
	Treatment

(indicate all that apply)
	Outcome

	
	
	___/___/___

__________

(24 hr clock)
	___/___/___

__________

(24 hr clock)
	1 (Mild)                         

2 (Moderate)               

3 (Severe)                   

4 (Life Threatening)

5 (Death)
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	Definite             

Probable           

Possible          

Unlikely

Not Related
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	None

Observation

Intervention 
Temp. stop tx.

Perm. stop tx.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	None

OTC

Prescription

Hospitalized

Other
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	Resolved

Resolved (with residual)
Ongoing

Death
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	Comments / Clarifications:
	Relationship

to 

“TA #2”
	Action Taken

“TA #2”
(indicate all that apply)

	Investigator Signature:                                                                              Date:
	Definite             

Probable           

Possible          

Unlikely

Not Related
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	None

Observation

Intervention 
Temp. stop tx.

Perm. stop tx.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 
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