


Consent Form Requirements – Relying on External IRB

1.  Identify LRH as a site of the research.

2. Include the emergency contact information for the LRH investigator

Principal Investigator: Name

Emergency Contact: (Name)						
Telephone number:
(studies greater than minimal risk)				
[must be a phone number accessible 24 hours}

3. Key Information 
Verify that key information is included in the consent template provided by the sponsor.   
Key information must be presented at the beginning of the consent form (45 CFR 46.116(a) and 21 CFR 50.20(e)).  It should include a brief description of the following:

a) The fact that consent is being sought for research and that participation is voluntary 
b) The purposes of the research, the expected duration of the prospective subject’s participation, and the procedures to be followed in the research 
c) The reasonably foreseeable risks or discomforts to the prospective subject 
d) The benefits to the prospective subject or to others that may reasonably be expected from the research 
e) Appropriate alternative procedures or courses of treatments, if any, that might be advantageous to the prospective subject.

4. Future Use of Data and/or Biospecimens
Include one of the following statements (or ensure that it is the consent template0
· A statement that identifiers might be removed from the information or biospecimens and that, after such removal, the information or specimens could be used for future research studies or distributed without additional informed consent being obtained.
· A statement that the information or biospecimens, even if identifiers are removed, will not be used or distributed for future research studies.

5. HIPAA language must include LRH as one of the organizations/institutions that will have access to PHI.

6. The name and address of the LRH investigator for withdrawal of permission for HIPAA authorization in writing.

Principal Investigator
For IRB Study # [Insert your IRB Study #]
[Insert complete business mailing address]

7. Local IRB Contact Information 
Add local IRB contact information as an extension to the IRB of Record’s contact information.

[bookmark: _Hlk237348944]You may also contact the Lakeland Regional Health IRB at 863-687-1100 ext. 7214 or LRH.IRB@myLRH.org if you have questions about your rights as a research participant or if you have other questions, concerns or complaints about this research study.


8. Injury Compensation Language

a) Industry funded studies (Include CTA injury compensation language)
b) If unfunded, check with Research & Sponsored Studies
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