
DATA TRANSFER AGREEMENT
(Full Study – IPD and Repository)
This Agreement is made by and among:

	MCMASTER UNIVERSITY (“McMaster” or “Recipient”)

	With an address at: 1280 Main Street W., Hamilton, ON, L8S 4L8


	Contact information:

McMaster Industry Liaison Office

305 – 175 Longwood Road S.,

Hamilton, Ontario L8P 0A1
Attention: Gay Yuyitung, Executive Director 


	On behalf of Dr Behnam Sadeghirad (“McMaster Investigator”)

	

	AND
[Other Party] (the “Discloser”) 

	With an address at: [Insert Collaborator Address]

	Contact information:

For the Project: [insert Disclosing Investigator’s name and address]



WHEREAS, Recipient is conducting a funded research program involving an individual patient data meta-analysis and systematic review focused on developing and validating prognostic models, including artificial intelligence-informed tools, to predict chronic post-surgical pain in adult patients undergoing total knee replacement surgery (the “Study”), as further described in Schedule 1 (the “Protocol”) and approved by the Hamilton Integrated Research Ethics Board under REB # [●];

WHEREAS, one of the aims of the Study is to harmonize the data received from multiple sources in order to create an international repository of de-identified data for potential future secondary use;

WHEREAS, the Study contemplates the aggregation, harmonization, analysis, and governance of de-identified individual patient data contributed by multiple investigators and institutions, and the potential secondary use of such data in accordance with approved protocols, data governance processes, and applicable data sharing agreements;

WHEREAS, Discloser is willing to provide de-identified individual patient data derived from studies conducted by Discloser as further described in Schedule 2 (the “Data”), subject to the terms and conditions of this Agreement; and
WHEREAS, this Agreement is intended to ensure that the collection, transfer, storage, use, governance, and disclosure of the Data are carried out in compliance with all applicable privacy and data protection laws and ethical requirements, including the Freedom of Information and Protection of Privacy Act (Ontario), R.S.O. 1990, c. F.31, the Personal Health Information Protection Act, 2004 (Ontario), S.O. 2004, c. 3, Sched. A, and any equivalent or applicable privacy or data protection legislation in other jurisdictions (“Applicable Privacy Laws”).
The parties hereby agree as follows: 

1. 
Definitions. As used in this Agreement, the term:

a) "Data” means the de-identified individual patient data derived from studies conducted by Discloser and disclosed to Recipient under this Agreement, as more particularly described in Schedule 2
b) “Derived Data” means data, variables, datasets, or analyses generated by Recipient through the cleaning, harmonization, transformation, aggregation, or analysis of the Data, which do not permit identification of individuals.
c) Data Management Plan (or DMP) means the PROSPER Data Management Plan attached as Schedule 3, as may be amended from time to time in accordance with this Agreement and applicable research ethics approvals.
d) “Data Transfer” means the disclosure of Data by Discloser to Recipient pursuant to this Agreement, as documented in Schedule 2 

e) “Protocol” means the published study protocol attached as Schedule 1, as may be updated from time to time in accordance with this Agreement and applicable research ethics approvals.
f) “Repository” means the centralized collection of de-identified individual patient data hosted by Recipient in connection with the Study, including Data contributed by Discloser and other data contributors, as governed by this Agreement and applicable data sharing agreements.
g) “Study” means the Recipient-led research program described in Schedule 1 (Study Protocol), involving an individual patient data meta-analysis and systematic review, and the establishment and governance of an international repository of de-identified individual patient data, for the purpose of developing and validating prognostic models for chronic post-surgical pain following total knee replacement surgery.
h) “Study Outputs” means all results, analyses, reports, manuscripts, predictive models, algorithms, tools, and other materials developed by Recipient in the course of conducting the Study, including any artificial intelligence-informed models.
2. Compliance. In transferring, receiving, storing, using and disclosing the Data under this Agreement, the Parties shall comply with all applicable laws, regulations, guidelines and policies, including Applicable Privacy Laws (“Applicable Law”).  The Discloser represents and warrants that it has the authority to disclose the Data to the Recipient for the purposes of the Study in accordance with the Protocol, and that it shall prepare and furnish the Data in accordance with the Applicable Laws and pursuant to applicable research ethics approvals and informed consent requirements or valid waivers thereof.  Where applicable, the Data will not be transferred until the Discloser’s research ethics board (“REB”) and, if applicable the Recipient’s REB, have: a) approved the Protocol; and b) approved the informed consent forms or waived the requirement to obtain consent.  The Discloser retains the right but not the obligation, upon reasonable advance written notice and at mutually acceptable times, to audit the Recipient’s compliance with this Agreement.  If there is a breach of the Agreement by Recipient, the Discloser may require that the Data be returned or destroyed to the extent practicable and consistent with Applicable Law, the Protocol, and the Data Management Plan. The Discloser retains the right, acting on reasonable grounds, to refuse the transfer of the Data requested hereunder.
3. Non-Disclosure of Data. The Recipient shall limit access to the Data only to its internal personnel and/or agents who need access for the purposes of the Study and who are bound by confidentiality obligations no less protective than those set out herein (“Project Staff”).  Without limiting the obligation set out in Section 2, the Recipient agrees that they shall, and shall require their Project Staff, to:
a) 
maintain Data in confidence, and not disclose Data except as permitted by this Agreement; 

b) 
use Data solely for the purposes of the Study and in accordance with:

(i) 
the Protocol as attached in Schedule 1, as approved by the Recipient’s REB and as amended from time to time in accordance with applicable research ethics approvals; 


(ii) 
any written conditions imposed by the Recipient’s REB; 

(iii) 
Applicable Privacy Laws; and  

(iv) 
the terms and conditions of this Agreement.

c) 
not use the Data to identify any individuals.

d) 
not transfer the Data to any third parties except:

(i)  
to regulatory authorities, provided that the Recipient gives prior written notice of such intended disclosure to the Discloser;

(ii) 
in order to comply with Applicable Law or judicial process, or with a court or regulatory order, provided that the Recipient gives prior written notice of such intended disclosure to the Discloser and takes all lawful actions that are reasonable in the circumstances to minimize the extent of such disclosure and obtain confidential treatment for such disclosure; or

(iii) 
to third party researchers and research institutions for secondary research uses in accordance with the Protocol and subject to the execution of a separate data transfer agreement  
e) 
retain, archive, or securely destroy the Data in accordance with Section 12 (Data Retention, Archiving, and Destruction).

4.
Safeguards and Notification.  The Recipient shall use appropriate administrative, technical, and physical safeguards consistent with the Protocol, the DMP and the Recipient’s institutional information security policies to prevent any unauthorized use or disclosure of the Data and shall promptly report to Discloser any breach, unauthorized use or disclosure of which Recipient becomes aware.  

5. 
Contact with Subjects/Individuals. The Recipient shall not, and shall ensure that Project Staff do not, attempt to identify, contact, or re-contact any individual whose data are included in the Data, nor take any action intended to enable such identification or contact, except as expressly permitted by Applicable Privacy Laws and with REB approval. 

6. 
Financial Matters and Intellectual Property.  Except as expressly provided in this Agreement, no right, title, or interest in or to the Data is transferred or granted to the Recipient by the Discloser, and the Discloser retains all rights in and to the Data as originally disclosed. The Recipient shall own all right, title, and interest in and to the Derived Data and Study Outputs, including any analyses, harmonized datasets, predictive models, algorithms, tools, and other materials developed by the Recipient through the use of the Data, provided that such ownership shall not permit the Recipient Party to identify any individual. Nothing in this Agreement shall be construed to grant the Discloser any ownership interest in the Derived Data or Study Outputs, nor any right to revenues arising from the commercialization thereof, except as may be expressly agreed in writing by the Parties.


7. 
Publication. The Recipient shall have the right to analyze the Data and to publish or otherwise disseminate the Study Outputs, including the results, conclusions, and non-identifiable findings arising from the Study, in academic publications, presentations, and other scholarly or professional communications, subject to the terms of this Agreement and Applicable Privacy Laws. The Recipient shall not include any information in any publication or dissemination that identifies, or could reasonably be used to identify, any individual whose data are included in the Data. The Recipient shall acknowledge the contribution of the Discloser’s investigator(s) and/or institution, as appropriate, in accordance with applicable academic standards and authorship guidelines, provided that nothing in this Agreement shall obligate the Recipient to confer authorship or co-authorship rights except where such rights arise in accordance with recognized academic criteria. For greater certainty, the Discloser shall have no right to approve, delay, or otherwise control any publication or dissemination by the Recipient, except as necessary to prevent the disclosure of Confidential Information or in accordance with Applicable Privacy Laws. Secondary publications or analyses conducted using the Repository following completion of the primary Study shall be subject to the governance and access procedures described in the Protocol and the DMP, and the applicable separate data sharing agreements.
9.
Confidentiality. Each Party shall treat as confidential any information disclosed to it by the other Party in connection with this Agreement and which is marked as confidential at the time of disclosure or, if disclosed in a non-tangible form, then reduced to writing and identified as confidential within thirty (30) days thereof (“Confidential Information”), and shall not disclose such Confidential Information to any third party except as expressly permitted under this Agreement or required by Applicable Law. The obligations in this Section shall not apply to information that:

a. is or becomes publicly available other than through a breach of this Agreement;

b. is lawfully received from a third party without restriction on disclosure;

c. is independently developed without reference to the Confidential Information; or

d. is approved for release in writing by the disclosing Party.


The Parties acknowledge and agree that Derived Data and Study Outputs shall not be considered Confidential Information and that the disclosure of Derived Data in accordance with this Agreement, including through governance-approved secondary access mechanisms and publications, shall not constitute a breach of confidentiality obligations of this Agreement. The obligations of confidentiality shall survive termination or expiry of this Agreement for a period of five (5) years, or such longer period as may be required by Applicable Law.
10.
Liability and Indemnity.  Each Party shall be responsible for its own acts and omissions and those of its officers, employees, agents, and contractors in connection with this Agreement, and shall maintain such insurance or self-insurance as is reasonable and customary for an institution of its nature in respect of its obligations hereunder. To the extent permitted by Applicable Law, each Party (“Indemnifying Party”) shall indemnify and hold harmless the other Party and its officers, employees, and agents from and against any third-party claims, losses, damages, or liabilities to the extent arising directly from the Indemnifying Party’s:

a. breach of this Agreement;

b. negligent acts or omissions; or

c. willful misconduct


in connection with the performance of this Agreement. Notwithstanding the foregoing, neither Party shall be liable to the other for any indirect, incidental, special, or consequential damages arising out of or in connection with this Agreement.
11. 
Notice. Any notice or communication required or permitted to be given by a party hereunder shall be in writing and shall be deemed to have been validly given if delivered in person or if sent to the addressee by a nationally recognized overnight courier service or first-class mail, prepaid, or by email transmission at the following addresses or at such other address as may be indicated by one party to the other by notice as aforesaid:


If to McMaster:


Gay Yuyitung, Executive Director


McMaster Industry Liaison Office


305-175 Longwood Road South
 


McMaster University 


Hamilton, Ontario  L8P 0A1 


Tel: 905-525-9140, ext 28646

Email: yuyitun@mcmaster.ca 


With a copy to the McMaster Investigator:


Name and title


Address


If to the Discloser:


With a copy to the Discloser Investigator: […]

and any such notice given as aforesaid shall be deemed to have been received by the addressee on the date of delivery if delivered in person, on the business day following the day it is sent by courier, on the fifth business day following the date it is mailed if mailed as aforesaid, in the case of facsimile or email transmission, when electronic indication of receipt is received.  In the event of a postal disruption, any such notice or communication shall be sent by courier or facsimile or email or delivered in person.

12.
Data Retention, Archiving, and Destruction. The Recipient shall retain the Data in accordance with the Protocol and the Data Management Plan, including for a period of at least five (5) years following the date of open-access publication of the primary Study results, unless a longer retention period is required by Applicable Law. The Recipient may archive the Data in an institutional or recognized research data repository, including McMaster University Dataverse or a successor platform, in accordance with the Protocol, the Data Management Plan, and Applicable Privacy Laws. Following the retention period, the Recipient shall securely destroy the Data. For greater certainty, nothing in this Agreement shall require the destruction of Derived Data or Study Outputs, which may be retained and used by the Recipient indefinitely for research, academic, or commercialization purposes in accordance with this Agreement, the Protocol, the DMP and Applicable Privacy Laws.
13. 
Term and Termination. This Agreement shall commence on the Effective Date and shall remain in force until the later of:

a. completion of the Study as described in the Protocol; and

b. completion of the data retention period specified in Section 12,


unless terminated earlier in accordance with this Section.


Either Party may terminate this Agreement for material breach by the other Party, provided that such breach remains uncured for thirty (30) days following written notice specifying the breach. Either Party may terminate this Agreement for convenience upon ninety (90) days’ written notice to the other Party, provided that such termination shall not affect:

a. any rights or obligations accrued prior to the effective date of termination;

b. the Recipient’s right to retain and use Data already received in accordance with the Protocol and Data Management Plan; or

c. any ongoing governance-approved secondary research uses.


Upon termination or expiry of this Agreement, the Recipient shall continue to comply with its obligations relating to confidentiality, data protection, intellectual property, publication, liability, and data retention in accordance with this Agreement. Termination of this Agreement shall not require the destruction of Derived Data or Study Outputs that do not permit identification of individuals, nor invalidate any governance-approved secondary research uses already authorized.
14.
General Terms and Conditions.  (a) Neither Party may assign or transfer this Agreement or any rights or obligations hereunder without the prior written consent of the other Party, such consent not to be unreasonably withheld or delayed, except that the Recipient may assign this Agreement without consent to an affiliated institution, successor entity, or in connection with an internal reorganization, or may subcontract or delegate certain functions to third-party service providers for the purposes of hosting, securing, or managing the Data and Repository, provided that such assignment or subcontracting shall not relieve the Recipient of its obligations hereunder. (b) This Agreement, together with the Schedules attached hereto, constitutes the entire agreement between the Parties with respect to the subject matter hereof and supersedes all prior or contemporaneous understandings or agreements relating thereto, provided that this Agreement shall be read consistently with applicable research ethics approvals and institutional policies. (c) This Agreement may be amended only by a written instrument signed by authorized representatives of both Parties. (d) No failure or delay by either Party in exercising any right or remedy under this Agreement shall operate as a waiver thereof. (e) The Parties are independent contractors and nothing in this Agreement shall be deemed to create a partnership, joint venture, employment, or agency relationship. (f) Each Party shall be responsible for its own obligations under this Agreement. (g) Neither Party shall use the name, logos, or marks of the other Party for endorsement or promotional purposes without prior written consent. (h) This Agreement shall be governed by and construed in accordance with the laws of the Province of Ontario and the federal laws of Canada applicable therein. (i) If any provision of this Agreement is held to be invalid or unenforceable, the remaining provisions shall remain in full force and effect. (j) Neither Party shall be liable for failure or delay in performance due to causes beyond its reasonable control, provided that such Party gives prompt notice and uses reasonable efforts to resume performance. (k) This Agreement may be executed in counterparts, including electronically, each of which shall be deemed an original and all of which together shall constitute one agreement. Electronic signatures shall have the same legal effect as original signatures.
Acknowledged and agreed to by:

	MCMASTER UNIVERSITY
	DISCLOSER

	
	

	Name: Gay Yuyitung

Title:    Executive Director, McMaster Industry                       Liaison Office


	Name: 

Title:  



	Date:
	Date:

	
	

	Read and acknowledged by:

McMaster Investigator:

_________________________

Name and Title: Dr Behnam Sadeghirad
	Read and acknowledged by:

Discloser Investigator:

_________________________

Name and Title:

	Date:


	Date:


Schedule 1 

Protocol
Available from: https://mac-prosper.ca/participate OR https://link.springer.com/article/10.1186/s13741-026-00672-7 
Schedule 2 

Data
A. Requested variables

	Predictor 

Category
	Examples

	Socio-demographic characteristics
	Age, sex, gender, body-mass Index (BMI), smoking and drinking habits, marital status, living status (alone, assisted home, home care), race and ethnicity, education, occupation/employment status, and litigation/insurance

	Preoperative, psychological and 

clinical risk factors
	Preoperative pain catastrophizing, preoperative opioid consumption, preoperative knee pain duration and intensity, chronic pain from prior surgery, preoperative physical and emotional functioning, disease type, previous knee arthroscopy, Diabetes, comorbidities affecting mobility, patellar grind and crepitus, knee alignment, state of anterior cruciate ligament, preoperative Range of Motion and disease severity (e.g. Kellgren and Lawrence grading), psychological well-being (including anxiety, depression, PTSD, poor coping strategies)

	Procedure-related risk factors
	Operation side, type of procedure, type of implant, duration of procedure, type of anesthesia, opioid use

	Post-operative
	Acute post-operative pain, post-operative pain management and medications, mobility, mechanical or surgical complications, duration of hospital stay, infection, duration of postoperative opioid use, postoperative support (e.g., physiotherapy, psychological support, social support)


*Variables requested are based on Table 1 of the PROSPER protocol.

B. Available variables

	Predictor 

Category
	Available

	Socio-demographic characteristics
	

	Preoperative, psychological and 

clinical risk factors
	

	Procedure-related risk factors
	

	Post-operative
	


* Final variables to be transferred will be subject to feasibility and confirmation by the Discloser and may differ from the requested variables listed above
Schedule 3 

Data Management Plan
Available from: https://mac-prosper.ca/participate
Project abstract: 
PROSPER seeks to build an international repository of individual patient data for perioperative prognostic factors of chronic pain after Total Knee Arthroplasty (TKA), to develop a prognostic prediction model and to validate the risk prediction algorithm. Our objectives are:

1. To develop an international data repository of patient-level data from randomized and non-randomized studies of patients undergoing Total Knee Arthroplasty.

2. To perform a systematic review and IPD meta-analysis of randomized and non-randomized studies to investigate perioperative prognostic factors of chronic pain after Total Knee Arthroplasty.

3. To develop a risk prediction model for chronic post-surgical pain in patients who undergo Total Knee Arthroplasty and assess internal and external validity and robustness of the risk prediction algorithm.

Identifier: 17995

Start date: 01-10-2024

End date: 01-10-2035

Last modified: 26-12-2025

perioperative Predictors of chRonic pOst-Surgical Pain after kneE arthRoplasty (PROSPER)

Introductory Guidance

Introductory Guidance
This Data Management Plan (DMP) is developed to guide the research team through systematic management of data generated and collected for PROSPER project. This project involves consolidating anonymized de-identified patient-level datasets from research studies to investigate prognostic factors associated with chronic pain after knee replacement surgery.

The purpose of this DMP is to establish clear protocols and procedures for managing data across all phases of the research lifecycle, from initial data acquisition and validation through storage, analysis, and eventual archiving or sharing. Given the complex nature of this project involving international collaborators, this plan addresses critical data management challenges including data standardization, harmonization of outcome definitions and measurement scales across studies, handling of missing data (both within-study and between-study missingness), and ensuring appropriate anonymization while maintaining data integrity. The DMP provides guidance on documentation standards, quality assurance procedures, metadata capture requirements, and security measures needed to protect sensitive health information across multiple jurisdictions. This plan also facilitates collaboration with international research partners by clearly communicating expectations around data formats, variable naming conventions, and documentation requirements. All team members should familiarize themselves with the procedures outlined in this plan and ensure adherence to established protocols throughout the research process.

Plan Questions

What considerations will you take into account with respect to ethical, legal, or commercial issues?
Describe any applicable ethical, legal, or commercial considerations related to your project and data. This includes research involving Indigenous communities and knowledges, human subjects, legal and commercial considerations/agreements, partnerships or data with a high level of risk associated with it
Anonymized and de-identified data will be stored in password-protected XLSX format for all relevant variables. All file names will include a description of the file contents with the created/modified date and accompanied with metadata files (protocol for this study and our standard operating procedures for data modification and merging, roles and responsibilities regarding data capture, data review and data validation). Only investigators and analysts will have access through password protected computers. Collected data will be retained for the period agreed to in the Data Sharing Agreements (DSA) after open-access publication of our findings – as per our Data Sharing Agreement applications and data transfer agreements. We will follow privacy and confidentiality protections consistent with applicable federal, provincial, and local laws, regulations, and policies.

All data transfer and management comply with the DSA established with participating research institutions and with approval from the Hamilton Integrated Research Ethics Board. Each collaborating institution provides de-identified patient data according to standardized anonymization guidelines that remove personal identifiers (names, contact information, medical record numbers) while retaining clinically relevant information as listed in our published protocol (available from project website). The Provider institutions retain nominal files linking study IDs to patient information, ensuring that original data cannot be re-identified at McMaster University. Our team will use the data exclusively for the stated research purpose and will not share, disclose, or re-use the data beyond the scope of this individual patient data meta-analysis without explicit written permission from Provider institutions. If identifiable data is submitted to the McMaster team, it will be securely deleted and the Provider contacted to revise their submission.
Data safeguarding procedures include restricted access protocols limiting data access to authorized study team members with demonstrated need-to-know, secure storage on encrypted university servers with regular backups, and prohibition against using the data to contact or re-identify study participants. The data will be securely destroyed according to the study protocol timeline. For long-term data stewardship, analyzed de-identified results and study outputs will be retained at McMaster University and may be published, presented, or made available through peer-reviewed journals and institutional repositories. The intellectual property and any tools or models developed from the analysis—including artificial intelligence-informed predictive algorithms—remain the intellectual property of McMaster University as the Recipient Institution, with Provider Investigators acknowledged as co-authors according to academic standards. Preliminary findings will be shared confidentially with Data Providers before publication, with confidentiality obligations binding all parties until formal publication. All team members acknowledge their responsibility to comply with the terms of the Data Sharing Agreements and institutional privacy policies.

What data will you collect or otherwise bring into your project under this plan?
Describe the data that will be collected, generated, and/or acquired.
We will include randomized trials and prospective observational studies (e.g., cohorts, longitudinal or before-after studies, time-series) that: (1) enrolled adults undergoing primary elective unilateral or bilateral TKA, (2) assessed perioperative risk factors for chronic post-surgical pain (including but not limited to any of the factors listed in Table 1), and (3) measured knee pain or reported the incidence of chronic pain at least 3 months after surgery. We will exclude studies of revision or partial knee replacement surgeries and studies with more than 40% missing participants data for pain outcome or predictors listed in Table below. Our outcomes of interest included be moderate-to-severe CPSP (pain score ≥ 4 on a 10cm VAS) and physical functioning. For the purpose of data collection, we will consider continuous or discrete pain intensity and physical functioning measurement at 3-month post-TKA and any timepoint after that. We will prioritize the collection of continuous variables for pain measurements at two or more time points. We will collect and use a binary variable for chronic pain at a certain time point only if a continuous or discrete pain measurement is not available.

Potentially eligible perioperative prognostic factors include:
Socio-demographic patient characteristics
age, sex, gender, body-mass Index (BMI), smoking and drinking habits, marital status, living status (living alone, home care, long-term/assisted home, race and ethnicity, education, occupation/employment status, and litigation/insurance
Preoperative psychological and clinical risk factors
preoperative pain catastrophizing, preoperative opioid consumption, preoperative knee pain duration and intensity, chronic pain from previous surgery, preoperative physical and emotional functioning, disease type (rheumatoid arthritis vs osteoarthritis), previous knee arthroscopy, Diabetes, comorbidities affecting mobility, patellar grind and crepitus, knee alignment, state of anterior cruciate ligament (ACL), preoperative Range of Motion, and disease severity (e.g., Kellgren and Lawrence grading), psychological well-being (including anxiety, depression, PTSD, poor coping strategies)
Procedure-related risk factors
operation side, type of procedure, type of implant, duration of procedure, type of anesthesia, opioid use
Post-operative risk factors
acute post-operative pain, post-operative pain management and medications, mobility, mechanical or surgical complications, duration of hospital stay, infection, duration of postoperative opioid use, postoperative support (e.g., physiotherapy, psychological support, social support)

How will you document data for future re-use or validation?
Describe how you will document your data to ensure that it is easily read and interpreted correctly throughout the research process.
If applicable, specify any data and/or metadata standards that are being used to support your research project.
We will create a complete data documentation package that includes a master data dictionary, study codebook, data handling manual, and standardized operating procedures (SOPs) that detail all data management processes. The data dictionary will provide structured, machine-readable documentation of all variables in the master dataset, including variable names, definitions, data types, measurement units, valid value ranges, and any transformations applied during data harmonization. The study codebook will offer a human-readable companion document summarizing variable descriptions, outcome definitions, prognostic factor categories, and coding schemes used across all included studies.

All data documentation will follow established metadata standards to support interoperability and future data sharing. We will adopt the FAIR data principles (Findable, Accessible, Interoperable, Reusable) and utilize metadata standards compatible with open, machine-readable formats. Additionally, we will document all data preparation and analysis processes through comprehensive README files, annotated analysis scripts (Stata Do file with detailed comments), and audit trails documenting all data cleaning, variable creation, and analytical decisions made at each stage. Data quality assurance procedures, including validation checks, missing data assessments, and outlier identification, will be documented alongside resolution strategies used.

We will assign dedicated personnel with expertise in data management and biostatistics to oversee documentation quality. The complete documentation package will be retained alongside the archived dataset and made available to Provider institutions for validation purposes and to support any future secondary analyses or meta-research questions, ensuring our work can be independently verified and built upon by other researchers.

How will data be stored, accessed and worked with?
Describe both where and how data will be stored, accessed, and worked with during the active phases of your research including as applicable:
· all versions of data (e.g., raw, master, analytic)
· All activities (e.g., data collection, processing, analysis, dissemination)
· All software and platforms 
· Who requires access, including security measures (e.g., Investigators, research staff, collaborators, partners)
· How data will be backed up to prevent data loss
The master dataset will be stored on secure, encrypted servers maintained by McMaster University's Information Technology Services, with access restricted to authorized research team members. Raw de-identified data received from data Provider or their institutions will be stored separately from the master dataset and analytical datasets. We will maintain multiple versions of data throughout the project lifecycle: raw data files received from data Provider (archived and unchanged), the master dataset (consolidated and harmonized data from all studies), and analytic datasets (subsets used for specific analyses, version-controlled with documentation of all transformations applied).

Data will be accessed exclusively through McMaster University's secure systems with multi-factor authentication required for all logins. Access will be granted only to the core research team (Dr. Behnam Sadeghirad, biostatistician, data manager, and analysis staff) and to authorized collaborators at participating institutions who require access for specific analytical tasks, with access logs maintained and regularly reviewed. All data work will occur on secure university-managed computers; data will never be downloaded to personal devices or transferred via unsecured email. Regular backup verification will ensure data integrity and prevent data loss. Upon project completion, all data will be securely retained or destroyed according to Data Sharing Agreement requirements and institutional retention policies.

How will data be managed, discoverable, and accessible for the long term?
Describe plans for long-term management of your data after the active phases of your research have concluded including data deposit and sharing. 
Consider and describe as applicable plans for:
· all versions of data deposited (raw, master, analytic, published)
· All activities (e.g., curation, preservation, ethical compliance, publishing etc.)
· All software and platforms (e.g., data repositories)
Clean collated data will be retained for the period agreed to in the DSA after open-access publication of our findings. After publication, the cleaned datasets will be deposited in McMaster Dataverse (https://borealisdata.ca/dataverse/mcmaster), a secure Canadian research data repository with multifactor authentication. McMaster Dataverse supports open discovery, management, sharing, and preservation of research data. Researchers outside of the participating author groups can access the datasets by proposing new projects by submitting a detailed proposal and statistical analysis plan (SAP). The proposal and SAP will be reviewed by a data management group and core PIs to ensure methods are valid and feasible. The SAP will then be circulated among all collaborators for approval and they will retain the option to opt out and not participate or share data for the new sub-project. Researchers seeking to use PROSPER datasets will need to sign a Data Sharing Agreement. Applications from external parties will be entertained at the end of the project. Privacy and confidentiality protections will be consistent with applicable federal, provincial, and local laws, regulations, and policies.

�Provider to list which of the above variables are available in their dataset
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