Pathways Study Data Request Form

This form should be completed to obtain data from Kaiser Permanente.  Please be as specific as possible in your requests. Questions regarding data should be sent to Janise Roh. Please complete a separate form for each data request.  Send completed forms to janise.m.roh@kp.org.

Section 1. Proposal Information (from initial Pathways Proposal Form)
	[bookmark: _Hlk109821062]Date submitted:
Click or tap to enter a date.

	Title of proposed project:
Click or tap here to enter text.

	Requestor information

	Name:
	Click or tap here to enter text.
	Organization:
	Click or tap here to enter text.
	Purpose of request:
(Check all that apply)
☐ Manuscript
Target journal: Click or tap here to enter text.
Funding source (contributing grant name and number): Click or tap here to enter text.
☐ Grant proposal
Funding agency: Click or tap here to enter text.
Planned submission date: Click or tap here to enter text.
☐ Other (please specify): Click or tap here to enter text.

	Data/Materials required for project: 
(Check all that apply)
☐ Pathways Study Data
☐ Pathways Study Biospecimens*
* Biospecimen Addendum required for biospecimen requests, see page XX

	Brief summary of the project, including study questions or study aims:
Click or tap here to enter text.


	Primary Exposure(s):  
	Click or tap here to enter text.
	Primary Outcome(s):  
	Click or tap here to enter text.
	Covariate(s):  
	Click or tap here to enter text.


	Lead author for manuscript or grant Principal Investigator(s):
Click or tap here to enter text.

	Proposed senior author:
Click or tap here to enter text.

	Proposed co-authors for writing group:
Click or tap here to enter text.

	Do you have programming support available?
☐ Yes
	Name: Click or tap here to enter text.
	If Yes, is this person at your institution? ☐ Yes  ☐ No	
☐ No

	How did you hear about the Pathways Study?
Click or tap here to enter text.





Section 2: Data Request Details
	Date needed:
Click or tap to enter a date.
	Reason for due date:
Click or tap here to enter text.

	Timeline, including estimated dates for the following: 

	Data analysis complete: 
	Click or tap to enter a date.
	First draft circulation:
	Click or tap to enter a date.
	Completed manuscript submitted to journal*:
	Click or tap to enter a date.
	*Refer to Appendix 1 (Manuscript Submission Checklist) for guidance on best practices for manuscript preparation and submission. Complete and return Appendix 2 (Final Manuscript Form) upon acceptance for publication.

	[bookmark: OLE_LINK3][bookmark: OLE_LINK4]Data subset:
☐ No population subset; I would like all study participants
☐ Subset of data – please specify (example: age range (e.g., 65 years and older), study enrollment period (e.g., 2006-2009), data availability (e.g., with blood sample available), etc.) 
Click or tap here to enter text.


	Person and institution providing analytic support:
Click or tap here to enter text.

	Statistical package to be used:
☐ SAS  ☐ R  ☐ Stata  ☐ Other (specify): Click or tap here to enter text.

	Dataset type:
☐ De-identified dataset
☐ Limited dataset
Specify identifiers needed: Click or tap here to enter text.
☐ Fully identifiable dataset
Specify identifiers needed: Click or tap here to enter text.


	IRB status:
☐ IRB approval to be received at home institution
☐ Request to cede IRB approval to KPNC
☐ N/A – requesting de-identified data only


	Data Needed for Analysis

Use the data dictionary files to specify the exact variable names of the data needed for your request.  Create an Excel file with the variable names to designate which variables you need.  If requesting data from multiple questionnaires/datasets, use a separate tab for each questionnaire variable list (i.e., one tab for each checkbox marked below).  Attach the Excel file to this request.  

Please check the questionnaire(s)/dataset(s) from which data are needed.  (Check all that apply)


	PATHWAYS BASELINE QUESTIONNAIRE DATA 
☐ BASELINE ANTHROPOMETRY FORM
☐ BASELINE QUESTIONNAIRE PART 1
☐ BASELINE QUESTIONNAIRE PART 2
☐ BASELINE BACKGROUND AND CONTACT INFORMATION QUESTIONNAIRE
☐ BASELINE COMPLEMENTARY AND ALTERNATIVE MEDICINE (CAM) PART 1
☐ BASELINE COMPLEMENTARY AND ALTERNATIVE MEDICINE (CAM) PART 2
☐ BASELINE PHYSICAL ACTIVITY QUESTIONNAIRE
☐ BASELINE SOCIAL MEASURES QUESTIONNAIRE
☐ BASELINE LYMPHEDEMA QUESTIONNAIRE
☐ BASELINE PHYSIOLOGY OF AGING QUESTIONNAIRE
PATHWAYS FOLLOW-UP QUESTIONNAIRE DATA 
☐ 6 MO  ☐ 12 MO  ☐ 24 MO  ☐ 48 MO  ☐ 72 MO  ☐ 96 MO  ☐ Follow Up 7  ☐ Follow Up 8  ☐ Follow Up 9
PATHWAYS FOLLOW-UP COMPLEMENTARY AND ALTERNATIVE MEDICINE QUESTIONNAIRE 
☐ 6 MONTH  ☐ 24 MONTH  ☐ 72 MONTH
PATHWAYS FOLLOW-UP BODY SIZE MEASUREMENTS FORM
☐ 6 MONTH  ☐ 24 MONTH  ☐ 72 MONTH
PATHWAYS FOOD FREQUENCY QUESTIONNAIRE
☐ BASELINE  ☐ 6 MONTH  ☐ 24 MONTH  ☐ 72 MONTH
PATHWAYS 3-DAY FOOD RECORD
☐ BASELINE  ☐ 6 MONTH  ☐ 24 MONTH  ☐ 72 MONTH

☐ PATHWAYS CANCER REGISTRY DATA
☐ PATHWAYS CHARLSON COMORBIDITY INDEX
Specify time frame:
☐ Prior: 12 months before dx – 1 month before dx
☐ Index: 1 month before dx – 3 months after dx
☐ Combined: 12 months before dx – 3 months after dx
☐ PATHWAYS BIOMARKER DATA
☐ Cytokines  ☐ CRP  ☐ Vitamin D
☐ PATHWAYS GENOTYPE DATA
☐ PATHWAYS GENETIC ANCESTRY DATA
☐ PATHWAYS DIETARY PATTERNS DATA
☐ PATHWAYS DERIVED VARIABLES
☐ PATHWAYS OUTCOMES DATA
☐ Recurrence  ☐ Second Primary Cancers  ☐ Death

KAISER PERMANENTE ELECTRONIC RECORDS DATA
☐ CHEMOTHERAPY (list specific chemo drugs on Excel file)
Specify time frame (time before dx to time after dx): Click or tap here to enter text. 
☐ DIAGNOSIS (list specific conditions and ICD codes on Excel file)
Specify time frame (time before dx to time after dx): Click or tap here to enter text. 
☐ LABS (list specific lab tests on Excel file)
Specify time frame (time before dx to time after dx): Click or tap here to enter text. 
☐ PHARMACY (list specific medications on Excel file)
Specify time frame (time before dx to time after dx): Click or tap here to enter text. 
☐ PROCEDURES (list procedure types and codes on Excel file)
Specify time frame (time before dx to time after dx): Click or tap here to enter text. 
☐ PROVIDER SPECIALTY (specify provider type and specialty on Excel file)

OTHER DATA
☐ OTHER (specify): Click or tap here to enter text.


	Format of data files:

☐ SAS  ☐ Excel  ☐ CSV  ☐ Other (specify): Click or tap here to enter text.





	Data Sharing Acknowledgement Statement for Published Manuscript:

The final, de-identified analytic dataset(s), programming code, and associated documentation used to generate the final tables and figures in the resulting manuscript(s) must be shared with the Pathways Study team within 30 days of acceptance of the final version of the manuscript(s).  Please check the box below to indicate your agreement.

☐ I agree to provide the final analytic dataset(s) and programming code to the Pathways Study team within 30 days of acceptance of the final version of the manuscript(s) resulting from this data request.




Pathways Data Request Addendum:
Pathways Biospecimen Request Form

This addendum is required for requests for Pathways Study biospecimens.

	Pathways Biospecimens Requested (Check all that apply)

☐ Plasma
☐ Serum
☐ Buffy coat
☐ Whole blood
☐ Red cells
☐ DNA
☐ RNA  
☐ Tumor TMA
☐ Non-tumor tissue
☐ Other (please specify): Click or tap here to enter text.


	Number of samples and per sample volume requested:
Click or tap here to enter text.


	Description of planned laboratory assay(s):
Click or tap here to enter text.






Appendix 1. Manuscript Submission Guidelines

RECOMMENDED GUIDELINES FOR QUALITY CHECKING PRIOR TO MANUSCRIPT SUBMISSION 


	Data Quality: 
	Complete

	1. If data were merged to conduct an analysis, confirm that the lead author/statistician has checked all programming files and merged datasets to ensure fidelity.
	☐
	2. Conduct an independent merge check by data team study team member who is not on the current manuscript (can do subset of data if needed)
	☐
	3. Conduct a variable coding check by study team member who is not on the current manuscript if possible (can do subset of data, e.g. main predictors/outcome for already cleaned datasets).
	☐
	Data Analyses & Reporting:
	Complete

	1. Check that all estimates - descriptives, regressions - have been run on the appropriate sample (e.g., analytic sample defined in manuscript Methods section and abstract) and are saved (along with code) appropriately.
	☐
	2. Check that the sample size matches in all tables/methods/abstract and that missing/excluded data are clearly described in the manuscript text, abstract and/or table footnotes as relevant
	☐
	3. Check that all numbers (e.g., Ns, %, Odds ratios, etc.) in tables match that in the manuscript text and abstract. If the table or figure has decimals (e.g., 35.2%), report with same formatting in text. 
	☐
	4. Check that the final version of the output was reported in manuscript & check to make sure there are no mistakes between output/manuscript.
	☐
	5. If sub-analyses are reported, make sure Ns add up and/or percents add up appropriately.
	☐
	6. Ensure that results are presented in the same order as shown in tables or figures - that is, if Table 1 reports results by sex, age, and race by rural vs urban patients, present all results in this order and carry this order throughout each section of the results as appropriate. 
	☐
	7. Confirm that Table and Figure titles are consistently worded throughout all sections of the manuscript; also, check that variable names are consistent throughout tables (e.g., "Yearly Household Income" is what income is called throughout all tables/figs). Check the footnotes to make sure the content is clear and consistent across tables.
	☐
	8. Check that the tables, manuscript, abstract, etc., all have estimates and p-values rounded appropriately.
	☐
	References:
	Complete

	1. Check that all references match with article text (e.g., appropriate citation for statement)
	☐
	2. Ensure that the most appropriate reference(s) is used (e.g., if citing a review paper, don't individually cite each of the papers in the review separately, you can just cite the review)
	☐
	Study Guideline Reporting:
	Complete 

	1. Is the study observational? Check to make sure we follow STROBE reporting guidelines: https://www.strobe-statement.org/index.php?id=strobe-home
	☐
	2. Is the study interventional? Check to make sure we follow CONSORT reporting guidelines: http://www.consort-statement.org/
	☐
	3. Is the study qualitative? Check to make sure we follow COREQ reporting guidelines: https://www.equator-network.org/reporting-guidelines/coreq/
	☐
	Ethics, Funding, Approvals and Acknowledgments:
	 Complete

	1. Include the Pathways Study grant number as well as all other contributing sources of funding
Example:
This study was supported by the National Cancer Institute (NCI) at the National Institutes of Health (NIH) (R01CA105274, PI: Kushi LH; U01 CA195565, PIs: Kushi LH, Ambrosone CB). 

If including GWAS data:
Genotyping of the Pathways Study was provided by CIDR through grant X01HG008335. CIDR is fully funded through a federal contract from the National Institutes of Health to The Johns Hopkins University, contract number HHSN268201700006I.
	☐
	2. Check for a conflict of interest statement.
	☐
	3. Include proper organizations and persons in an acknowledgement statement. 
	☐
	4. Include a statement about the study being approved by the IRB in manuscript text.
	☐
	5. Check author list and affiliations.
	☐




Appendix 2. Final Manuscript Form

Please submit this form to the Pathways Study project manager (Janise Roh, janise.m.roh@kp.org) after the manuscript has been accepted for publication.  This form should accompany the final de-identified dataset(s) and program used to generate the final tables and figures in the resulting manuscript.

	Journal Name:
Click or tap here to enter text.

	Manuscript Title:
Click or tap here to enter text.

	Authors:
Click or tap here to enter text.

	Date Accepted for Publication:
Click or tap to enter a date.

	Has the paper been submitted to PubMedCentral in compliance with the NIH Public Access Policy?

These publishers will submit manuscripts to the NIH Manuscript Submission System (NIHMS) on your behalf:
https://publicaccess.nih.gov/MethodDPublishers

☐ Yes  ☐ No

If no, submit the final version of the peer-reviewed manuscript along with this form.

	Dataset File Name(s):
Click or tap here to enter text.

	Programming Code File Name:
Click or tap here to enter text.

	Documentation File Name:
Click or tap here to enter text.

	Name of Primary Programmer:
Click or tap here to enter text.


 


























Appendix 3. Guidelines for program and dataset submission

Please follow the guidelines below in preparing your programs, datasets, and manuscript for submission after your manuscript has been accepted for publication. The goal is to be able to systematically archive these files for reference by anyone who desires to either learn more about your analysis or to reproduce it. 

For manuscripts that use data from projects other than Pathways, submit only the Pathways Study-related data associated with the final analysis and manuscript.


Guidelines for program code submission:

1. Confirm that the code runs error free on the accompanying de-identified dataset.
2. Confirm that the code produces the same results as indicated in the accompanying final manuscript.
3. Provide a header at the top of the program with all relevant information (programmer name, contact information, creation date, program purpose, etc).
4. Indicate in the header what software is required to run the program.
5. Be thorough in commenting throughout the program as to the goal for each chunk of code.

Guidelines for de-identified dataset submission:

1. Dataset should be completely de-identified (no PHI). Dataset should not contain any names, contact information, medical ids, dates, etc. Pathways Study ID is ok to keep.
2. Dataset should run in conjunction with provided program to produce the primary results outlined in the accompanying manuscript. 

Guidelines for documentation submission: Provide any additional documentation that may help clarify the analysis as a pdf document. This could be in the form of data dictionaries, code logs, background, or any other relevant non-PHI information.

Guidelines for manuscript submission: Provide a final copy of the published manuscript containing all text and tables/figures as a pdf copy.

*Naming conventions for each of the submitted files should be as follows: 

LeadAuthorLastName_LeadAuthorFirstName_AbbreviatedManuscriptTitle_Code
LeadAuthorLastName_LeadAuthorFirstName_AbbreviatedManuscriptTitle_Data
LeadAuthorLastName_LeadAuthorFirstName_AbbreviatedManuscriptTitle_Documentation
LeadAuthorLastName_LeadAuthorFirstName_AbbreviatedManuscriptTitle_Manuscript
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