Yale University School of Medicine Human Investigation Committee

REVIEW OF REQUEST FOR MEDICAL RECORD REVIEW
CH 22

HIC #: 




PI: 




Date: 

HIC Staff: 


Date Received by the HIC: 

Date revisions requested:


Date revisions received:

Protocol General Information

Research Team Members:
PI Affiliation and Title: ________________________________________

Human Subject Protection Training? 
____ Yes _____ No   HIPAA Training? 
_____ Yes _____ No
Names of those requiring training
Signatures? 
_____ Yes _____ No

Funding Source Indicated?  _____ Yes _____ No          Source __Departmental_________________________            

Consent Finding: (check the appropriate selection)
________
Consent is required because the PI is 1) collecting identifiable information, and 2) the treating physician and sees the potential subjects on a regular basis (i.e. it is NOT impracticable to obtain consent)? 

________
Informed consent can be waived per 45 CFR 46.116 (d) 

(1) the research involves no more than minimal risk, 

(2) the waiver will not adversely affect the rights and welfare if the subject, 

(3) the research could not be practicably carried out without the waiver 

AND 

(4) whenever appropriate the subjects will be provided with additional pertinent information after participation.
________
Written informed consent can be waived per 45 CFR 46.117(c)

(1) the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality .


OR
(2) the research presents no more than minimal risk of harm and involves no procedures for which written consent is normally required outside of the research context.

HIPAA Finding: (check the appropriate selection) 
________
Waiver of Authorization is required as PHI will be accessed 

and recorded and there is no one on the research team with a treating physician relationship.
________
Waiver of Authorization is required for access to records only for “recruitment” purposes and no PHI will be recorded and there is no one on the research team with a treating physician relationship
________
Waiver of Authorization is required for study as PHI is being recorded 

even though there is someone on the research team with a treating physician relationship.
________
Authorization is required. 
________
A Waiver of Authorization is required for an Alteration of Authorization 
(e.g. a wavier of written authorization).
________
HIPAA does not apply as there will be no PHI recorded and/or the review is preparatory to research purposes only.
Exemption Finding: (check the appropriate selection)
________
The record review can be exempt under 45 CFR 46.101(b)(4)
The data is existing and (1) publicly available or (2) recorded in such a manner that subjects cannot be identified directly or through identifiers linked to the subjects.

________
Some HIPAA Identifiers are recorded, however, the review is still considered exempt under the Common Rule and a HIPAA Waiver should be granted.

Is the review preparatory to research?  
If so, no identifiers can be recorded. This should be stated in the letter.
Is all the data that the PI needs to obtain available from the current record?_________ Or are there plans to contact subjects for follow-up or to collect any information not currently available in the chart?________
Is the information taken from or being entered into a data archive for future research purposes? No
Where are the records being obtained from?  

If the source is other than YNHH or Yale is there policies regarding record requests, IRB review and/or approval of the Institution from which they are being pulled? If yes, has appropriate permission been obtained?
What are the plans for destroying the personal identifiers?

______________________________________________________________________________

Confidentiality Concerns:
Are the methods and procedures used to safeguard the confidentiality of subjects and the security of their data adequate?  (For example, locked file cabinets with access limited to study personnel; removal of subject identifiers from the study data.) _____ Yes _____ No 


If no explain:

If electronic storage, ensure that the code linking subjects to their information is not stored on the same computer as the data.

Are there mechanisms in place to ensure proper use and continued protection of these data after data collection is complete?  _____ Yes _____ No

______________________________________________________________________________
Chairperson’s or Coordinator’s evaluation:

____ Protocol is suitable for expedited review.  Minimal risk and “the list” category # 5
Please remember to include this finding and the fact that it is a medical record review in the letter.


OR

____ This study is exempt from review under 46.101(b)(4).

A letter stating exempt from IRB review should be sent to the PI.
Signature: 

Enclosures:  

Revised 1-15-09

Page 1 of 3

