CRC Submission Checklist (RSA Office)

    
Yes

No 

CRC Application:
1. Does CRC application match what is outlined in 

IRB submission (PI, Co-I’s, aims, procedures…)?

___

___

2. If copied and pasted from another application, did

you remove all irrelevant information (copy and 

paste errors)?






___

___

3. Does DSMP include all the required information? 

___

___

4. Does DSMP match what is in the full protocol?


___

___

5. In the opinion of the investigator, is a DSMB 

required for the study?





___

___

· If yes, is it included in the application?


___

___

6. Is the risk category appropriate for the study?


___

___

7. Is this an investigator-initiated study?



___

___

8. Is there a QA/Audit Plan in place?



___

___

9. All study personnel have completed the IRB Human 

Research Subject Course and certified.



___

___

Consent Form:

1. If radiology studies will be performed;

· Are the risks included in the consent?


___

___

· Will you screen for pregnancy before each 

study (if applicable?




___

___

2. Will you sedate the subjects? Are the risks 

outlined in the consent form? Does the risk category 

reflect the risks from sedation?




___

___

3. If pregnancy test will be performed;

· Is it included in the consent? 



___

___

· Is it an exclusion criterion in the protocol?

___

___

4. If subjects will receive any diet as part of the study,

is it outlined in the consent?




___

___

5. Does consent form list the institution where work will 

be performed (BCM, TCH/TMH..)?



___

___

6. Are all the procedures listed in the consent form?

___

___

7. Is sponsor listed in the consent?




___

___

8. Did you include the total and local number of 

subjects and institutions in the consent? 



___

___

9. Are the risks and benefits outlined in the consent?

___

___

10. Is the duration of study included?




___

___

11. Is the total volume of blood to be drawn included?

___

___

12. Do alternatives, cost and payments and subjects 

rights reflect what is outlined in the protocol?


___

___

13. If sponsor will pay for the medical care for injuries, 


is the boilerplate language stating the opposite 


removed from the subject’s rights section?


___

___

14. If assent is required, will you use the assent 


clause on the consent form?




___

___

15. Will obtaining one Legally Authorized Representative 


consent be enough for this study per IRB guidelines?

___

___

16. Do you expect a majority of the subjects fluent in 


another language (usually Spanish)?



___

___

· If another language is listed as a primary 

language in the IRB protocol, will you have fully 

translated consent forms?




___

___

17. Is consent spell checked and the language 7th grade 


level?







___

___

IRB Protocol:

1. Is the information throughout your documents 


consistent?






___

___

2. Is the age group(s) correctly reflected in the IRB 


protocol?







___

___

3. Are the consent/assent procedures outlined in the 


protocol?







___

___

4. Are inclusion/exclusion criteria match what is in the 


full protocol (if there is a full protocol)?



___

___

5. Did you include the total and distributed payments 


in the IRB protocol?





___

___

6. If this is a genetic study, is it described in the protocol?

___

___

7. Are all the samples to be collected outlined in the


IRB protocol including the frequency and volumes?

___

___

8. Are the risks minimized for the potential subject?

___

___

· Will the institution where work will be performed 


require the same/less volume approved by the IRB for


specific blood tests?





___

___

9. If applicable, do you have IND/IDE for this drug/device?
___

___

10. Did you get all your advertisements approved by


IRB?







___

___

Investigator or Designee Signature:



Date:
