Chart Review Protocol

Study Title:	Click or tap here to enter text.
Principal Investigator:	Click or tap here to enter text.
Name	Click or tap here to enter text.
Department	Click or tap here to enter text.
Telephone	Click or tap here to enter text.
Email	Click or tap here to enter text.
Version	Click or tap here to enter text.

Abstract: 
	Provide 1-3 sentences that describes a brief summary of the study (~150 words). Include an overview of study design, the population of interest, and the aim of research, and the design of the study.

	Click or tap here to enter text.




Objectives: 
	Provide 1-3 sentences that describe the purpose, specific aims, or objectives, including any hypotheses being tested.

	Click or tap here to enter text.


Do you plan to interact with subjects and obtain their consent/authorization to use their data?
[bookmark: Check1]|_|No
[bookmark: Check2]|_|Yes
Is this study funded or supported by an External Entity? 
[bookmark: Check3]|_|No
[bookmark: Check4]|_|Yes
Are the only research activities in this study involve chart reviews with no subject interaction?
[bookmark: Check5]|_|No
[bookmark: Check6]|_|Yes
Will subjects include the following?

[bookmark: Check7]|_|Subjects that are under the age of 18
[bookmark: Check8]|_|Subjects that are prisoners/incarcerated as a specific group of interest
[bookmark: Check67]|_| Subjects that are pregnant

Background/Study rationale:
Provide the rationale for, and significance of the research based on the existing literature and how it will add to existing knowledge.
	Click or tap here to enter text.




Please select the study type that most accurately describes your protocol
[bookmark: Check9]|_|	Retrospective chart review or secondary analysis of existing data (Retrospective means the data is already in existence when the project is submitted to the IRB for initial review.)
[bookmark: Check10]|_|	Prospective chart review (Prospective means the data is not in existence when the project is submitted to the IRB for initial review)
Note: If you will be collecting data that does not yet exist, you will likely be required to obtain consent and HIPAA Authorization.

Eligibility Criteria
Inclusion Criteria - Describe the criteria that define who will be included or excluded in your final study sample. If you are using ICD-10 codes, please provide them.
	Click or tap here to enter text.



Exclusion Criteria - List all exclusion criteria
	Click or tap here to enter text.




Data Date Range
Provide the date range needed for the records? Describe the period in a date range that data will be selected from. Example: Only data from patient encounters between 12/01/2010 and 06/30/2020 are eligible for data collection.
	Click or tap here to enter text.


What are the fewest number of records you need to complete the study? Provide justification for that number of charts. For Ns above 100, a power analysis is required. If justified via power analysis, simply state, “See Statistics section.” Ns > 4,999 may require additional permissions from TUHS ITS. It is recommended to reach out to TUHS ITS proactively, rather than wait for the IRB to ask for your documentation from TUHS ITS.
	Click or tap here to enter text.

Methods
Please describe the sources of data:
[bookmark: Check11]|_|Electronic medical record (EMR)?
[bookmark: Check12]|_|Clinical Data Warehouse 
[bookmark: Check13]|_|Departmental Registry
[bookmark: Check14]|_|Service Now
[bookmark: Check15]|_|Honest Broker (not Service Now)? Provide name 
Click or tap here to enter text.
[bookmark: Check16]|_|Other? Describe
	Click or tap here to enter text.
[bookmark: Check17]|_|Will it be a combination of EMR data and other source listed above? Describe if/how they will be joined?
	Click or tap here to enter text.

Briefly describe how long this study will take to be completed; do not provide dates, only units of time (e.g., 3 months from IRB approval; be conservative to ensure that submission/review time is considered). 
Click or tap here to enter text.

Describe how the chart review will be conducted:
[bookmark: Check18]|_| No direct identifiers (e.g., name, MRN, SSN) will be in the same file as the data, when received (i.e., an honest broker will provide data to the study team with no direct identifiers).

[bookmark: Check19]|_| A master key (or link between a subject's identifiable data) will be created and stored in a separate location as the data.
[bookmark: Check20]|_| Subject’s identifiable data will not be retained once the data is collected.
[bookmark: Check21]|_| Other:	Click or tap here to enter text.	

Variables
Provide a complete list of all variables (including identifiers like MRN or name) needed for data collection or study analysis or upload a data collection sheet or data dictionary. You must be specific and follow the HIPAA-required minimum necessary standard. 
[bookmark: Check22]|_| See attached data dictionary / variable spreadsheet
[bookmark: Check23]|_| Describe Click or tap here to enter text.

Indicate who will identify, access, and analyze the data to be reviewed: 
	Click or tap here to enter text.


Will highly sensitive data (e.g., HIV status, mental health notes, etc.) be accessed or collected?
[bookmark: Check42]|_| No
[bookmark: Check43]|_| Yes, provide a justification for this collection.
	Click or tap here to enter text.


Data Management and Confidentiality
Data storage:
Describe where data, and any key/linking file that could re-identify the data, will be stored. 
[bookmark: Check44]|_| Locked cabinet
[bookmark: Check45]|_| Password protected computer within the TUHS firewall
[bookmark: Check46]|_|A HIPAA-compliant data storage application. Describe:
	Click or tap here to enter text.



[bookmark: Check47][bookmark: Text1]|_| Other      

Additional Data Security 
Describe the steps that will be taken to secure the data (e.g., training, authorization of access, password protection, encryption, physical controls, and separation of identifiers and data, storing ages over 90 as 89+ to reduce identifiability as per HIPAA, etc.) and how long the direct identifiers (e.g. the key that allows for re-identification) data will be stored.
	Click or tap here to enter text.





De-identification: This is a key piece of the IRB’s ability to approve a waiver of documentation of consent.
Describe when and how the key/linking file will be destroyed
	Click or tap here to enter text.




If key will be maintained beyond data analysis, justify why it could not be destroyed earlier
	Click or tap here to enter text.



	
Risks to Subjects
There is a risk of breach of confidentiality.
Describe any other appropriate risks associated with doing the proposed chart review 
	Click or tap here to enter text.



Potential Benefits to Subjects
	This study does not present any direct benefit to the subject, however does provide an opportunity to gain a better understanding of:
	Click or tap here to enter text.


Informed Consent and HIPAA Authorization
Requesting a waiver of consent and HIPAA Authorization: 
[bookmark: Check48]|_| No
[bookmark: Check49]|_| Yes
Why is the use or disclosure of the requested PHI minimal risk with regards to the privacy of the individuals’ whose records are being accessed?
	Click or tap here to enter text.


Describe why this waiver will not adversely affect the rights and welfare of the subjects.
	Click or tap here to enter text.


Verify that identifiers will not be used or disclosed except for as described above in the “Data Management and Confidentiality” section.
	Click or tap here to enter text.


Describe why the research cannot practicably be conducted without this waiver.
	Click or tap here to enter text.


Obtaining consent/HIPAA Authorization
[bookmark: Check50]|_| No
[bookmark: Check51]|_| Yes
Describe how the informed consent process will be conducted and documented, including medium(s) (e.g., paper, electronic, phone))

	Click or tap here to enter text.


Statistics
Briefly described the planned statistical analyses and include any power analysis that was performed to determine the appropriate number of charts to be accessed. Note: This is necessary to determine that access to the number of records and the variables being collected.

	Click or tap here to enter text.





Will this Research involve sharing/receiving data outside of Temple?
[bookmark: Check54]|_| No
[bookmark: Check55]|_| Yes. Provide a list (or separately attached data dictionary / variable sheet) of the variables that will be shared or received. 
	Click or tap here to enter text.




Will any HIPAA identifiers (including any non-date shifted dates), ages >89 years old, zipcode, MRN, etc.) be included in the shared dataset?
[bookmark: Check56]|_| No
[bookmark: Check57]|_| Yes. I understand and agree that no data will be shared or received without a fully executed Data Use Agreement (DUA). Please see Contracts and Agreements | Office of the Vice President for Research for more information.





Attestations: Note - these must be checked for the IRB to approve this study
[bookmark: Check59]|_|	The study (particularly data collection and storage) will be conducted exactly as described above.
[bookmark: Check58]|_|	The PI has read and understands both HRP-070 and HRP-071 as they relate to this research.
[bookmark: Check60]|_| The PI and research team will not broaden the date range or add new
variables to be collected without first obtaining IRB approval via an Amendment.
[bookmark: Check61]|_| HIPAA identifiers will not be used or disclosed except for as described above in the “Data Management and Confidentiality” section. 
[bookmark: Check66]|_| Only IRB approved personnel will have access to identifiable (to HIPAA standards) data. 
[bookmark: Check62]|_|	The research team is aware that HIPAA identifiers include dates, zip code, ages above 89, etc.
[bookmark: Check63]|_|	Research occurring off-site or in collaboration with another institution’s investigator will be done in accordance with their requirements and will not involve the sharing of identifiable information unless described in the section above.

Attachments: 
The following attachments should be attached if indicated above:

[bookmark: Check64]|_|	Data Collection Form (This form should list the Unique subject code and the data elements that will be collected from the medical record.  It should not contain any direct or indirect identifiers except for a unique subject code.)
[bookmark: Check65]|_|	Coded Identifier List (This form should serve as the link between the unique subject code and any identifiers you will need to conduct this chart review study [e.g., name, medical record number, date of birth, address, telephone number, social security number])

