	INFORMED CONSENT REVIEWER FORM
	NJH - IRB


	Study Number
	DATE: Date

	PROTOCOL TITLE: Protocol Title

	Principal Investigator

PI Name
	Department

     
	Campus Mailing Address

     

	REVIEWER:      
	PHONE/EXTENSION:      



	CRITERIA FOR REVIEW: 21 CFR 50.25 and 45 CFR 46.116

	BASIC ELEMENTS REQUIRED IN AN INFORMED CONSENT DOCUMENT
	YES
	NO*

	1. A statement that the study involves research (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. An explanation of the purpose of the research (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. The expected duration of the subject's participation (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. A description of the procedures to be followed (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Identification of any procedures that are experimental (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. A description of any foreseeable risks or discomforts to the subject (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. A description of any benefits to the subject or to others that may reasonably be expected from the research (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. A disclosure of any appropriate alternative procedures or courses of treatment that might be advantageous to the subject (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. A statement describing the extent to which research records will be kept confidential (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. Notes the possibility that the IRB may inspect the records (and FDA for FDA-regulated research) (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. An explanation of whom to contact for answers to pertinent questions about the research (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12. An explanation of whom to contact for research subjects' rights (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13. For research involving greater than minimal risk, an explanation of whom to contact for in the event of a research-related injury to the subject (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14. A statement that participation is voluntary (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	15. A statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16. A statement that the subject may discontinue participation at any time without penalty or loss of benefits, to which the subject is otherwise entitled (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	* All responses marked NO must be elaborated on below.

Additional comments:      

	WHEN APPROPRIATE, ONE OR MORE OF THE FOLLOWING ELEMENTS OF INFORMATION SHALL ALSO BE PROVIDED TO THE SUBJECT.
	YES
	NO*
	N/A

	17. [NOTE: If pregnant women are not excluded, the following statement MUST be included. For studies where pregnant women are excluded, the following statement is generally required if there is potential risk to the woman or fetus (from inadvertent pregnancy).]

If the subject is or may become pregnant, a statement that the particular treatment or procedure may involve risks, which are currently unforeseeable, to the subject or to the embryo or fetus (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	18. A description of circumstances in which the subject's participation may be terminated by the investigator without the subject's consent (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	19. Any costs to the subject that may result from participation in the research (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	20. What will happen if the subject decides to withdraw from the research and how withdrawal will be handled (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	21. A statement that the Principal Investigator will notify subjects of any significant new findings developed during the course of the study that may affect them and influence their willingness to continue participation. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	22. The number of subjects to be enrolled at this site and in aggregate, if other sites are involved (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	23. When appropriate, a statement concerning an investigator's potential financial or other conflict of interest in the conduct of the study (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	* All responses marked NO must be elaborated on below.

Additional comments:      

	DOES the consent form address issues regarding SPECIMENS collected as part of the study?
	YES
	NO*
	N/A

	24. Samples to be collected. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	25. The means of sample collection. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	26. How long the samples will be stored. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	27. Intended use of the samples. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	28. Does the consent adequately address issues of confidentiality, such as individual identifiers? (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	29. Are there foreseeable risks and/or benefits to subjects in the collection, storage and subsequent research use of their samples? (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	30. Will results of interim findings or of subsequent research use be conveyed to subjects? (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	* All responses marked NO must be elaborated on below.

Additional comments:      

	DOES the consent form address issues regarding SPECIMENS collected FOR INCLUSION IN A REPOSITORY for future research not related to this study?
Refer to: www.hhs.gov/ohrp/humansubjects/guidance/reposit.htm
	YES
	NO*
	N/A

	31. Specimens to be collected. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	32. The nature of information linked to those specimens (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	33. OHRP: The operation of the cell repository (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	34. OHRP: The specific types of research to be conducted (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	35. OHRP: The conditions under which data and specimens will be released to recipient-investigators (including the assurance that future research will take place with IRB oversight, as appropriate) (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	36. OHRP: Procedures for protecting the privacy of subjects and maintaining the confidentiality of data (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	37. Procedures for withdrawing specimens (or that future withdrawal is not possible) (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	38. Are there foreseeable risks and/or benefits to subjects in the collection, storage and subsequent research use of their specimens? (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	39. Per NJH policy, confirm there is no statement that results of subsequent future research use would be conveyed to subjects.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	For a compliant consent form template, visit: http://www.research.va.gov/programs/tissue_banking/InformedConsent.pdf

	* All responses marked NO must be elaborated on below.

Additional comments:      

	for consent forms containing genetic RESEARCH, does the consent form contain the additional required elements?
	YES
	NO*
	N/A

	40. A separate consent form is used if genetic research is an optional component of study participation. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	41. Findings are considered “research” and are not the same as “genetic testing” results performed in clinical diagnostic laboratories. Ensure this is consistent throughout. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	42. The consent form explains the purpose of the genetic research, what the results may mean, and the accuracy of the results. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	43. There is a description of whether results will be provided to the subjects, including unanticipated information that could be of important medical significance to the subject. [Note: per NJH policy, you may not share findings from future research or on specimens obtained from a repository.] In most cases, the consent form should specify that results will not be communicated to subjects. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	44. If genetic results disclosure is planned (for this specific study), subjects are allowed to opt out of notification. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	45. If genetic results disclosure is planned (from this specific study), there is an explanation of genetic or other counseling. The consent form states whether there may be a cost for counseling. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	46. The form contains the possible psychological, social, and economic risks of the research, including the prospect of a loss of confidentiality. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	47. The form states whether DNA will only be used for the purpose of researching the disease or condition stated in the consent, or whether the sample may be used for other broader purposes. If planned for broader purposes, the investigator has provided specific details about types of research. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	48. The form describes how subjects could withdraw from the genetic portion of the study and provide contact information for withdrawal notifications. [Note: per NJH policy, specimens maintained by NJH will not be destroyed except in extraordinary circumstances.]. In most cases, subjects will be told that they cannot withdraw, but they could request that personally identifiable information is removed. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	49. The subject is informed if the DNA sample or genetic information will be shared with other collaborators inside or outside of National Jewish Health, and if so, how the privacy and the confidentiality of the subject will be protected. (Page      )
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	50. Contains the following information required by OHRP. (Page      ) http://www.hhs.gov/ohrp/humansubjects/guidance/gina.html. The wording need not be verbatim. 

A new Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways: 

· Health insurance companies and group health plans may not request your genetic information that we get from this research.

· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums. 

· Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment. 

· All health insurance companies and group health plans must follow this law by May 21, 2010. All employers with 15 or more employees must follow this law as of November 21, 2009. 

Be aware that this new Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	* All responses marked NO must be elaborated on below.

Additional comments:      

	ADEQUACY OF INFORMED CONSENT FORM
	YES
	NO*
	N/A

	Are all study-related procedures consistent between the Protocol and Consent Form?      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Are all study-related procedures, risks, and compensation consistent between the New Protocol Application and Consent Form?      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Are all risks consistent between the Investigator Brochure and Consent Form?      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the amount of time for each visit specified?       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the National Jewish Health IRB Standard Research Injury statement included?       (This is only required for research greater than minimal risk.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If pregnancy is an exclusion criterion, is birth control addressed, as appropriate? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Based on the level of risk, did the investigator use the correct NJH signature template?      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the font size appropriate for the patient population?       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is subject compensation appropriate?      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is the consent form comprehensible to the average subject at National Jewish Health?      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	* All responses marked NO must be elaborated on below.

Additional comments:      


	STIPULATIONS 

	

	     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     


     

 FORMTEXT 
     

 FORMTEXT 
     
Reviewer’s Signature








Date


National Jewish Health IRB

Revised 10/16/2009
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