
Organizational Approval for Research 

Section 1: General Information 

Project Title: 

HREB Reference Number: 

1. Reason for Request (select all that apply):
☐Secondary Use/Chart Review
☐General Research
☐Clinical Trial

2. Name of principal investigator/applicant and contact information:

3. Key contact name and contact information:

4. Names and email addresses of Co-investigators and other project team members:

5. Name and contact information of supervisor if the principal investigator/applicant is a student:

6. Please identify the data custodian(s) of the information you are requesting (select all that apply):

☐Newfoundland and Labrador Centre for Health Information
☐Eastern Health
☐Central Health
☐Western Health
☐Labrador-Grenfell Health
☐Other:
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Help
This should be the name of the individual who is leading the project and accountable for oversight and delivery.If you have any questions please contact DataAccess@nlchi.nl.ca

Help
This is the individual who is primarily responsible for all coordination/correspondence related to the project. Only required if different from the principal investigator/applicant.If you have any questions please contact DataAccess@nlchi.nl.ca

Help
All individuals involved in the project including data analysis, interpretation of results, etc.If you have any questions please contact DataAccess@nlchi.nl.ca

Help
The term “custodian”, as defined in the Personal Health Information Act (2008), refers to a person or organization who has custody or control of  personal health information as a result of or in connection with their performance of the person’s powers or duties/mandate. Projects may involve more than one data custodian. If you are unsure who the custodian(s) is/are please contact DataAccess@nlchi.nl.ca
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Section 2: Purpose of the proposed project 

1. Purpose and study objectives:

a. What is the goal or purpose of the project?

b. Please confirm the list of your specific objectives.

☐I attest that I have reviewed the approved HREB application for this project and that the

information provided in Section 3.1 for Clinical Trials or 4.1 for General Research or 5.1 for

Secondary Use is accurate and up-to-date.

2. Project Time Period:

a. Range of years of data requested.

☐I attest that I have reviewed the approved HREB application for this project and that

the information provided in Section 1.14 for Clinical Trials or 3.5 for General Research or

3.4 for Secondary Use is accurate and up-to-date.

b. If performing a chart review of paper or electronic records, please indicate the period of

time during which you will be accessing the information.

3. Please describe your project methodology by answering the following questions:

a. Describe the project population/groups of interest.

☐I attest that I have reviewed the approved HREB application for this project and that

the information provided in Sections 9.1 and 9.2 for Clinical Trials or 11.1 and 11.2 for

General Research or 6.1 and 7.1 for Secondary Use is accurate and up-to-date.

b. Describe how the study population/groups of interest will be identified for the project.

☐I attest that I have reviewed the approved HREB application for this project and that

the information provided in Section 13.1 for Clinical Trials or 12.1 for General Research

or 3.5 for Secondary Use is accurate and up-to-date.

c. Please state the outcomes of interest.

☐I attest that I have reviewed the approved HREB application for this project and that

the information provided in Section 8.1 for Clinical Trials or 9.1 for General Research or

7.1 for Secondary Use is accurate and up-to-date.

The objectives should match those stated in your ethics application. 
Example for a research project: The purpose of this study is to compare health services use by [group(s) of interest].
If you have any questions please contact DataAccess@nlchi.nl.ca.


The objectives should match those stated in your ethics application. Example of Study Objectives:
To determine if there are differences in:
The use of physician services (e.g., visits to family physicians and specialists)
The use of hospital services (e.g., visits to Emergency Department, hospitalizations, length of stay, etc.)
Medication use
To determine what factors are associated with healthcare utilization (e.g, place of residence, age, gender, etc.)


If you have any questions please contact DataAccess@nlchi.nl.ca

Please identify the population which is included in your project as well as the subgroups of interest within that population (where applicable). The project population are the individuals considered for inclusion (e.g., residents of NL, adults aged 65 years or older, etc.) and the groups of interest are specific subgroups of the project population (e.g., individuals living with diabetes compared to individuals not living with diabetes).
If you have any questions please contact DataAccess@nlchi.nl.ca

Please clearly state how you will identify individuals to be included in your project. For example: chart review, case definitions, ICD codes, etc.
If you have any questions please contact DataAccess@nlchi.nl.ca

Please identify the primary and secondary outcomes of interest. 
For example: Mortality rates in individuals living with diabetes compared to those not living with diabetes, rate of acute myocardial infarction in individuals living with diabetes compared to those not living with diabetes.
If you have any questions please contact DataAccess@nlchi.nl.ca
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Section 3: Organizational Impact 

1. Does this project require the provision of resources and/or personnel to perform activities or

provide assistance that is outside their usual activities? Please review sections (i) to (iii) below

and select all that apply.

(i) Resources (please select all that apply): ☐Not Applicable

☐A room

☐Office space

☐Equipment

☐Recruitment

☐Health records

☐Clinic space

☐Medication administration

☐Other:

If you selected any resources, please describe: 

(ii) Personnel required to perform activities or provide assistance that is outside their usual

activities (please select all that apply):   ☐Not Applicable

☐Nursing staff

☐Allied health professionals

☐Clerical staff

☐Diagnostic Imaging

☐Laboratory

☐Other:

If you selected any personnel, please describe: 

 Please ensure that the appropriate departmental agreement(s) are appended. 

(iii) Data services (Please consult with the data custodian to determine if they are able to

provide the requested data services; please select all that apply): ☐Not Applicable

☐Data extraction

☐Data Linkage

☐Data Analysis

☐De-identification

☐Retention of Study Key

☐Other:

Please specify the desired format of the final dataset: 

☐Excel

☐SPSS

☐SAS

☐Access

☐Other:

If you have any questions please contact DataAccess@nlchi.nl.ca

This refers to data services that you are requesting to be provided by the data custodian.
Data Extraction: a process that involves retrieval of data from various sources.
Data Linkage: a process of bringing together information about individuals from different sources to create a new, richer dataset. 
Data Analysis: the process of systematically applying statistical and/or logical techniques to describe and illustrate, condense and recap, and evaluate data.
De-identification: a process that removes identifiers from a dataset and replaces them with a code.
Retention of Study Key: for de-identified data, the study key can be used to re-identify the data by adding back in the patient identifiers to the dataset if there is a need for additional data linkages.
If you have any questions please contact DataAccess@nlchi.nl.ca
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2. Does this project involve the use of study medication (including placebos) that will be dispensed

by the hospital pharmacy?

☐Yes ☐No

 If yes, please describe:

Also, if you answered ‘yes’, please ensure that the appropriate departmental agreement(s) are 

appended. 

3. Does this project involve local laboratory tests, x-rays or other imaging techniques other than

those that are part of standard patient care?

☐Yes ☐No

If yes, please describe: 

Also, if you answered ‘yes’, please ensure that the appropriate departmental agreement(s) are 

appended. 

4. Does this project request use of blood and/or other biological samples including archived or

discarded samples?

☐Yes ☐No

If yes, please specify: 

Also, if you answered ‘yes’, please ensure that the samples of interest are included on the data 
custodian variable list.

5. Will samples be sent to a laboratory outside of the Regional Health Authority?

☐Yes  ☐No

If yes, please ensure that the appropriate materials transfer agreement(s) are attached.

6. Does this project impact (directly or indirectly) use of inpatient or outpatient services of the

Regional Health Authority other than those that are part of standard patient care?

☐Yes ☐No

If yes, please describe:

Also, if you answered ‘yes’, please ensure that the appropriate departmental agreement(s) are 

appended. 
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Section 4: Data Management Plan 

1. Please attach your signed data custodian variable list to this application to identify the dataset(s)

and variables required for this project.

2. Does this project require access to health records? ☐Yes ☐No

If yes:

a. How many records?

b. Paper records, electronic records, or both?

c. Do you have a data/chart extraction form? ☐Yes ☐No

If yes, please attach a copy of the form.

3. What type of information is required from the organization? If requesting identifiable data,

please provide a rationale.

☐I attest that I have reviewed the approved HREB application for this project and that the

information provided in Section(s) 1.16 for Clinical Trials or 3.7 and 15.10 for General Research

or 3.7 and 8.1-8.3 for Secondary Use is accurate and up-to-date.

4. Individuals accessing data for the project:

a. List the individuals who will have access to the requested data for the purposes of the

project. Please describe why their access is necessary and their role in relation to the

project.

b. How and where they will be accessing the data throughout the project.

☐I attest that I have reviewed the approved HREB application for this project and that the

information provided in Section 15.3 for Clinical Trials or 14.3 for General Research or 10.3 for

Secondary Use is accurate and up-to-date.

5. Data Management:

(i.) Please identify who will be responsible for managing the project’s data during and after the

project ends.

☐I attest that I have reviewed the approved HREB application for this project and that the

information provided in Section 16.5 for Clinical Trials or 15.8 for General Research or 11.8 for

Secondary Use is accurate and up-to-date.

If you have any questions please contact DataAccess@nlchi.nl.ca

If you have any questions please contact DataAccess@nlchi.nl.ca

Only individuals involved in data analysis or data abstraction by chart review require access to record-level data. Any individuals who will be reviewing aggregated information for the purposes of interpretation do not need to be listed here.
If you have any questions please contact DataAccess@nlchi.nl.ca

Please provide more information about the logistics of accessing the data for the project. For consideration for chart review: Where will individuals be accessing the charts (paper or electronic) required for data abstraction.

For consideration for databases for analysis: Will individuals have access to a secure folder on a secure network where they will access the data; will the data be stored on an encrypted drive that will be used to access the data.
If you have any questions please contact DataAccess@nlchi.nl.ca

Explain who will be responsible for storage, retention, disposal, documentation and metadata, future uses, and knowledge translation. Please note, data custodians require that supervisors be responsible for the data generated by student’s projects.
Example: A research assistant hired to work with the project may assume responsibility for the data for the duration of their contract and upon the end of the project the responsibility may shift to the primary investigator].
If you have any questions please contact DataAccess@nlchi.nl.ca
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(ii.) Please provide specific details on the storage, retention and destruction of the data below: 

a. Data storage:

i. How will the data be stored while the project is ongoing?

ii. Will there be any copies made of the data? If so, where will the copies be

stored?

iii. Will the data be backed up? If so, where will the backed up files be stored?

iv. Please explain the process for ensuring secure storage for all paper and/or

electronic files.

v. When the project is inactive, how and where will data be stored during the

retention period?

☐I attest that I have reviewed the approved HREB application for this project and that

the information provided in Section 16 for Clinical Trials or 15 for General Research or

11 for Secondary Use is accurate and up-to-date.

b. Retention & destruction:

i. For how long will the data be retained?

ii. How will the data be destroyed after the retention period?

☐I attest that I have reviewed the approved HREB application for this project and that

the information provided in Section 16 for Clinical Trials or 15 for General Research or

11 for Secondary Use is accurate and up-to-date.

6. Please answer the questions below to provide a description of the proposed data flow.

a. Will any data be shared outside of your institution? ☐Yes ☐No

i. If yes, how do you plan on sharing data with the other institution(s) (e.g., secure

file transfer, encrypted USB, etc.)?

☐I attest that I have reviewed the approved HREB application for this project and that

the information provided in Section 16.2 for Clinical Trials or 15.2 for General Research

or 11.2 for Secondary Use is accurate and up-to-date.

b. Will you be linking the data to other data sources? ☐Yes ☐No

i. If yes, how will the linkage occur?

ii. If yes, what organizations will be involved in the data linkage?

☐I attest that I have reviewed the approved HREB application for this project and that

the information provided in Section 16.3 for Clinical Trials or 15.3 for General Research

or 11.3 for Secondary Use is accurate and up-to-date.

As an example, data may be stored on an encrypted computer that is the property of your organization, on a secure network, or on an encrypted USB drive.
If you have any questions please contact DataAccess@nlchi.nl.ca

If you have any questions please contact DataAccess@nlchi.nl.ca

Consider if the location of the data will change once the analysis has been completed but before the end of the retention period which is defined in part ‘b’ of this question.
If you have any questions please contact DataAccess@nlchi.nl.ca

If you have any questions please contact DataAccess@nlchi.nl.ca

Consider how you will ensure secure storage of all sources of information.
If you are working with paper files, consider storing them in locked filing cabinets contained within a locked office.
If you are working with electronic data, it is important that any device where the files are stored is encrypted and that the encrypted devices are stored safely in locked cabinets and offices. Electronic data may also be stored on secure networks only accessibly by individuals approved to access the data.
If you have any questions please contact DataAccess@nlchi.nl.ca

Consult your organizational policies to determine if there are specified requirements for retention of data. Data should be retained for the minimum amount of time necessary for the purposes of the project.
 If you have any questions please contact DataAccess@nlchi.nl.ca

It is recommended to consult with your organization to determine their policies and procedures for destruction of data. It is possible that there are services available to you to help ensure data is destroyed appropriately after the retention period.
If you have any questions please contact DataAccess@nlchi.nl.ca

For example, will you be sharing data with a sponsor, a colleague, data repository, etc.?
Please provide a copy of the data transfer/sharing agreement (for clinical trials, only applicable for those that are not industry sponsored).
If you have any questions please contact DataAccess@nlchi.nl.ca

Consider if the linkage will be performed by a member of the project team or will the data be compiled and linked by one of the data custodians involved. What individual identifier will be used to link the data sources?
If you have any questions please contact DataAccess@nlchi.nl.ca

Please provide a copy of approvals to use other external data sources.
If you have any questions please contact DataAccess@nlchi.nl.ca



Prior to submission of the Common Data Custodian Application Form please ensure that all required 
accompanying documentation is included: 

☐HREB application, supporting documentation, and approval. These copies must also include any documentation
pertaining to amendments. [Note: Please ensure you are submitting the final version of your HREB applications
and/or amendments].

☐Signed data custodian variable list.

☐Valid PHIA online education course certificate.

☐Authorizing letters for use of additional data for the initiative have been attached (where appropriate). Note:
This is only required for applications including the NL Centre for Health Information.

☐The application is signed and dated.

☐I have read and agree to the terms below:

• All applications must be completed electronically and kept in original format.
• Changes to a project cannot be implemented without prior approval by the Research Ethics Board (where

appropriate) and/or the appropriate data custodian(s).
• An investigator wanting to have access to personal health information in records held by a data custodian

must also have a data sharing agreement with the custodian.
• Data and/or materials obtained for the study cannot be used for any other or future purposes, without

the explicit consent of the participant(s) and/or approval from the appropriate data custodian(s) (where
appropriate).

• Reports, articles and conference presentations resulting from the project should acknowledge the support
of the data custodian(s) involved.

Once completed, this application and all accompanying documentation can be submitted to the appropriate data 
custodian(s) by email:

Newfoundland and Labrador Centre for Health Information - InfoRequests@nlchi.nl.ca

Central Health - ResearchReview@centralhealth.nl.ca

Eastern Health - rpac@easternhealth.ca

Western Health - ResearchReview@westernhealth.nl.ca

Labrador-Grenfell Health - research.review@lghealth.ca  

By signing and submitting the application to request data, or access to data, I understand the content of the 
application and all submitted attachments will be used to evaluate the request. Any use of the data granted in 
response to this request is provided under the expectation of adherence to the representations made within the 
application and attachments. I further understand that additional conditions may be specified in relation to the 
use of this data. 

Signature of Applicant: 

__________________________________ 

Print/type name: ___________________ 

Date (yyyy/mm/dd): ________________

Signature of Principal Investigator/
Academic Advisor: 

_____________________________

Print/type name: 

Date (yyyy/mm/dd): 

Organizational Approval for Research 
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Signature of Clinical Chief/Director/
Program Manager: 

______________________________

Print/type name: 

Date (yyyy/mm/dd): 
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