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NAVAL MEDICAL RESEARCH CENTER



Office of Research Administration


	HRPP#:
     
(DoD#:
     )


Consent and Assent Audit for Human Research Protocols

Reviewer (name):           
Title of Project:        
NMRC Lead Investigator (name):       
Principal Investigator, if different from above (name):      
Part A – Reviewer Considerations for Informed Consent Documents

Please verify that the investigator has provided adequate information in the following areas: 

	I have personally reviewed:
	Yes
	No
	NA

	a. Have the appropriate number of ICDs been provided for the audit? 

(Ten percent of the total IC documents should be submitted for review with the following exceptions: studies with fewer than 50 volunteers must submit all IC documents; studies with greater than 1,000 volunteers should submit 100 documents.  The list of subject numbers that the PI will be required to submit IC forms for review will be generated by NMRC ORA.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Total number of consent documents reviewed in audit.
	          

	c. Is the currently approved consent document being used? The version number and date should be in the document’s footer and an expiration date should be on the approval stamp.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Is a signed consent form present for all sampled volunteers?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· If not, how many are missing? What percentage of the total sample does this represent?  If greater than 5% refer to ORA for determination of further action.
	          

	e. Does the date of enrollment and date of consent correspond?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· If not, how many do not correspond and what percentage of the total sample does this represent?  If greater than 10%, refer to ORA for determination of further action.
	          

	f. Is the signature of the consenter present with the correct date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· If not, how many are missing/do not correspond and what percentage of the total sample does this represent?  If greater than 10%, refer to ORA for determination of further action.
	          

	g. Is a witness signature present (if appropriate) with the correct date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· If not, how many are missing/do not correspond and what percentage of the total sample does this represent?  If greater than 10%, refer to ORA for determination of further action.
	          


Comments or Concerns:      
Part B – Reviewer Considerations for Assent Documents

	I have personally reviewed:
	Yes
	No
	NA

	a. Have the appropriate number of Assent Documents been provided for the audit?  

(Ten percent of the total Assent documents should be submitted for review with the following exceptions: studies with fewer than 50 volunteers must submit all assent documents; studies with greater than 1,000 volunteers should submit 100 documents.  The list of subject numbers that the PI will be required to submit assent forms for review will be generated by either the NMRCD IRB Officer or the NMRC ORA.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Total number of assent documents reviewed in audit.
	          

	c. Is the currently approved assent document being used? The version number and date should be in the document’s footer and an expiration date should be on the approval stamp.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Is a signed assent form present for all sampled volunteers?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· If not, how many are missing?  What percentage of the total sample does this represent?  If greater than 5% refer to ORA for determination of further action.
	          

	e. Does the date of enrollment and date of assent correspond?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· If not, how many do not correspond and what percentage of the total sample does this represent?  If greater than 10%, refer to ORA for determination of further action.
	          

	f. Is the signature of the assenter present with the correct date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· If not, how many are missing/do not correspond and what percentage of the total sample does this represent?  If greater than 10%, refer to ORA for determination of further action.
	          

	g. Is a parent or guardian’s signature present with the correct date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· If not, how many are missing/do not correspond and what percentage of the total sample does this represent?  If greater than 10%, refer to ORA for determination of further action.
	          

	h. Is a witness signature present (if appropriate) with the correct date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	· If not, how many are missing/do not correspond and what percentage of the total sample does this represent?  If greater than 10%, refer to ORA for determination of further action.
	          


Comments or Concerns:      
Signature of Reviewer
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