

	First Dose Documentation

	
HRPO:   __________________ Subject Number: ______________ Subject Initials: ___________ Visit:  _________



[bookmark: _GoBack]  
Pre-Dose Pregnancy Testing/Assessment

Complete for all female participants, At least one choice must be marked “Yes”

	[bookmark: Check2]|_| No   |_|  Yes
	Tubal ligation

	[bookmark: Check3][bookmark: Check4]|_|  No  |_|  Yes
	Hysterectomy

	[bookmark: Check5][bookmark: Check6]|_|  No  |_|  Yes
	Postmenopausal

	[bookmark: Check7][bookmark: Check8]|_|  No  |_|  Yes
	Negative Pregnancy Test - Date:  _____/____/______

	If yes, type of pregnancy test
	[bookmark: Check9][bookmark: Check10]|_|  Serum       |_|  Urine

	*All Females-Pregnancy test must be negative prior to dosing*



All side effects of study drug(s) were reviewed with subject prior to dosing.    
Yes		No (if no state why): _______________________________________ 

Did the subjects have any questions about the side effects? 
Yes		No 
If Yes, please summarize below: ___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Pre-Dose Vital Assessment

Pre-dose vitals completed prior to dosing?  Yes  No (If no, document why in comments section) 

Time: 		:	 (use 24 hr clock)
BP:		/	 mmHg 	Sitting		|_|Right arm 	|_|Left arm	
Heart Rate:		beats/min			|_|Regular	|_|Irregular
Respirations:		/min				|_|Regular	|_|Shallow
Temperature:		◦F Oral

Comments:
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Study Drug Administration
Oral
Name of Medication:							
Time medication given: 		:	 (use 24 hr clock)
Strength of capsule/tablet:						
Number of capsules/tablets given:					
Given by:								

*Compliance check of the subject’s hand and mouth post dose completed by:

											


Injectable
Name of Medication:								
Time medication given: 		:	 (use 24 hr clock)
Strength of solution:						
Dose/mL given:	  _____________________________________    			
Site:	|_|Left Thigh		|_|Right Thigh		|_|Left Arm		|_|Right Arm  
|_|Abdomen RUQ   	|_| Abdomen LUQ  	|_| Abdomen RLQ   	|_| Abdomen LLQ   

|_| Pre dose site assessment showed no signs of tenderness, erythma or induration at planned injection site.

Given by subject, observed by:							
OR Given by:										

Topical
Name of Medication:								
Time medication given: 		:	 (use 24 hr clock)
Strength of solution:						
Dose/mL given:	  _____________________________________    			
Site Location: __________________________________________________________________	 
What does the site look like pre-study drug application? 
____________________________________________________________________________________________________________________________________________________________________________________________________

Given by subject, observed by:							
OR Given by:										

30 Minutes Post Dose Assessment

Time:		:	 (use 24 hr clock)
BP:		/	 mmHg 	Sitting		|_|Right arm 	|_|Left arm	
Heart Rate:		beats/min			|_|Regular	|_|Irregular
Respirations:		/min				|_|Regular	|_|Shallow
Temperature:		◦F Oral

|_| Subject advised to contact the research unit if there is any change in their condition. 
[bookmark: Check1]|_| Subject left unit alert and oriented, without questions & with no site reactions observed.

Comments:
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

____________________________________________________________________         ___________/___________/____________
PI/Designee Signature	                                                                                                                                         Date
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