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Revisions:
6.1 Amended to clarify that a “simple majority” is needed in order to approve a proposed programmatic investigation, and sites opposed to the investigation may withhold their data. Simplified language stating that sites can withdraw from analyses. 
6.2.2 References and tables excluded from proposal page limit. Attachments limited to 10 pages. 
6.3.1 Reference to 6.6 (recusals) added
6.3.3 “Consensus” clarified: changed to “simple majority among participating members”
6.3.4 Clarified to state that re-review of re-submission is required from all mandatory sites; not just sites that disapproved of the original submission.
6.4 revised to state that at least three days shall be allowed for expedited review. 
6.5 Recurring reports section added to describe procedures for dashboards and quarterly reports. 
6.6 Description of recusal policy added
6.7 Added to describe process for adding investigators, requesting new datasets, and revising studies.
9.1 Modified to include additional means of file transmission. 
9.2 Modified to include a description of HANA, a platform that is under development for processing TIPS data. 
11 Modified to describe the process for revising this agreement. 
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[bookmark: _Toc342578371][bookmark: _Toc342578760][bookmark: _Toc342655625]Project Description
The National Center for Immunization and Respiratory Diseases (NCIRD) at the Centers for Disease Control and Prevention (CDC) awards competitive supplemental funds to a select number of Immunization Information Systems (IIS) – termed IIS Sentinel Sites – that have high quality data to support evaluations of immunization practices. Beginning in the 2013 project period, IIS that participate in the Sentinel Site Project are required to submit de-identified record-level immunization data to CDC’s Immunization Information System – Trends in Immunization Practices System (IIS-TIPS) for children aged 0 through 18 years four to six times per year. Data are transferred to CDC using PHIN-MS, are housed at CDC’s Consolidated Statistical Platform (CSP), and are managed by staff in the Immunization Information System Support Branch (IISSB). Data are used monitor trends in vaccine coverage, identify vaccination patterns, monitor vaccine use during shortages, and to conduct other vaccine-related analyses.

[bookmark: _Toc342578372][bookmark: _Toc342578761][bookmark: _Toc342655626]PURPOSE OF THE GUIDELINES
The purpose of this section is to:
· Identify scientific staff who can access Sentinel Site data to conduct evaluations;
· Describe the conditions under which scientific staff can access Sentinel Site data;
· Describe the methods scientific staff must follow to request access, analyze and publish findings from Sentinel Site data;
· Define the role of CDC and IIS Sentinel Site staff in this process.

These guidelines apply to the IIS Sentinel Site data submitted to CDC’s IIS-TIPS. They do not apply to data collected and maintained by individual Sentinel Sites. They also do not apply to data submitted to IIS-TIPS from IIS that do not receive Sentinel Site funding.

[bookmark: _Toc342578762][bookmark: _Toc342655627]DATA USE 
There are two general types of investigations using Sentinel Site data in IIS-TIPS, programmatic investigations and scientific investigations. 

[bookmark: _Toc342655628]Programmatic Investigations
Programmatic investigations using Sentinel Site data are conducted to inform public health action at the local, state, or federal level or for advisory committees such as the Advisory Committee for Immunization Practices (ACIP). Aside from presentations to advisory committees or program staff, results from these investigations are not used for publication or presentation to scientific audiences.

[bookmark: _Toc342655629]Scientific Investigations
Scientific investigations are descriptive data analyses intended to result in the presentation or publication of findings to scientific audiences and to assist in the tracking of immunization trends. (e.g. newsletters, MMWRs, peer review publications, conference presentations, etc.). 

[bookmark: _Toc342578763][bookmark: _Toc342655630]DATA ACCESS

[bookmark: _Toc342655631]Data Access for Data Administration
To ensure data are received and processed appropriately at CDC, select federal IISSB and Information Technology staff and contract staff assigned to IISSB will have read/write access to datasets submitted by IIS Sentinel Sites to CDC, datasets that have been processed by IIS-TIPS, and to the SAS code used to process the data. These staff are listed in the Data Use Agreements signed by each Sentinel Site and CDC. 

[bookmark: _Toc342655632]Data Access for Programmatic Investigations
Select CDC staff or contractors listed in approved programmatic investigation proposals will have read/write access to submitted Sentinel Site data to conduct programmatic investigations. Results from such approved proposals may be presented to advisory committees (e.g. Advisory Committee for Immunization Practices), or other pertinent CDC or Sentinel Site staff to inform public health action. However, information obtained from programmatic investigations cannot be presented or published in abstract, newsletter, manuscript, etc. form. Staff interested in publishing or presenting results obtained during programmatic investigations to scientific audiences must complete the required process for scientific investigations described below. 

[bookmark: _Toc342655633]Data Access for Scientific Investigations
CDC and IIS Sentinel Site investigators requesting access to IIS-TIPS Sentinel Site data for scientific purposes (i.e. for presentation and/or publication to scientific audiences) must follow the guidelines described in Section 6: Approval of Programmatic and Scientific Investigations. Requests for access to Sentinel Site data in IIS-TIPS from non-CDC and non-Sentinel Site staff will be denied. 
	
[bookmark: _Toc342578764][bookmark: _Toc342655634]DATA SHARING COMMITTEE
[bookmark: _Toc342655635]Data Sharing Committee (DSC) Purpose 
The purpose of the DSC is to:
· Assure that all Sentinel Sites have the opportunity to be involved in study design, data analysis, and preparation of papers and presentations using Sentinel Site data;
· Promote accurate, scientifically sound, and objective presentations and papers from CDC and IIS Sentinel Sites; 
· Establish guidelines for authorship, acknowledgements, and funding citations for presentations and publications using Sentinel Site data;
· Maintain a record of proposed and published papers and presentations from the Sentinel Site Project.

[bookmark: _Toc342655636]Data Sharing Committee Membership
Members of the DSC will include two representatives from IISSB and one representative from each of the Sentinel Sites. Roles and responsibilities for DSC involvement, which are described below, rotate during the Sentinel Site project period to ensure participation from all sites while also allowing Sentinel Site staff sufficient time to dedicate to Sentinel Site activities that do not involve TIPS. 

Committee Co-Chairs
The DSC will be co-chaired by an IISSB representative and a Sentinel Site staff person. The IISSB Co-Chair will serve as a permanent member of the DSC. The Sentinel Site Co-Chair will rotate among the Sentinel Sites with each Sentinel Site Co-Chair serving two terms of five months each over the five-year project period. 

The IISSB Co-Chair will be responsible for the administrative duties of the Committee, including:
· Sending out proposals and other pertinent correspondence to the DSC members and the Sentinel Site Co-Chair,
· Arranging for conference calls,
· Maintaining the proposal tracking system,
· Notifying investigators of their proposal review status, 
· Taking notes during the DSC meetings, and
· Drafting the consolidated proposal review document that will be shared with the investigator.

The Sentinel Site Co-Chair will be responsible for the following:
· Facilitating the discussion about proposals during the DSC conference calls,
· Ensuring DSC conference call discussions address the scientific content of proposals and IIS-specific methodologies,
· Reviewing the IISSB Co-Chair’s notes to ensure accuracy,
· Reviewing the consolidated proposal review documents that will be shared with investigators to ensure accuracy,
· Reviewing presentations (e.g. abstracts, posters, manuscripts, etc.) that result from proposals that were approved during their term as DSC Co-Chair to ensure that the analyses are within the scope of the original proposal and presentation and interpretation of results are accurate.

Data Sharing Committee Reviewers
In addition to the IISSB and Sentinel Site Co-Chairs, the DSC will consist of one additional IISSB staff person and representatives from each of the Sentinel Sites. At any given time, participation from two Sentinel Site representatives is mandatory; participation from the remaining three Sentinel Sites is optional. Mandatory reviewers are required to participate on DSC conference calls, review proposals and products resulting from analyses (e.g. manuscripts, abstracts, etc.) as described below, during their term of service. Optional members may choose to participate in these activities but are not required. A schedule outlining the rotation of mandatory and optional reviewers can be found below.

Sentinel Site reviewers could include the Principle Investigators (PIs) or other Sentinel Site staff assigned by the PIs. Sentinel Sites may allow substitute members to attend meetings or phone conferences. The substitute may vote on project approvals. Committee members may share documents submitted to the DSC with their staff, as needed, to inform them of activities and obtain feedback, however, DSC members should exercise discretion when sharing proposals and results. If multiple staff at a given Sentinel Site or at IISSB review and comment on a proposal or product, it is the responsibility of each Sentinel Site or IISSB DSC member to consolidate comments from reviewers and submit one review to the DSC for each proposal, abstract, or manuscript being considered. The Committee can determine that additional subject matter experts are needed to review proposals, abstracts, and/or manuscripts.
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	Jan 2013–May 2013
	Jun 2013–Oct 2013
	Nov 2013–Mar 2014
	Apr 2014– Aug 2014
	Sep 2014–Jan 2015
	Feb 2015–Jun 2015
	Jul 2015–Nov 2015
	Dec 2015–Apr 2016
	May 2016–Sep 2016
	Oct 2016–Feb 2017
	Mar 2017–Jul 2017
	Aug 2017–Dec 2017

	IISSB Co-Chair (required)
	---
	---
	---
	---
	---
	---
	---
	---
	---
	---
	---
	---

	Sentinel Site Co-Chair (required)
	MI
	MN
	ND
	NYC
	OR
	WI
	MI
	MN
	ND
	NYC
	OR
	WI

	SS Reviewer #1
(required)
	MN
	ND
	NYC
	OR
	WI
	MI
	MN
	ND
	NYC
	OR
	WI
	MI

	SS Reviewer #2
(required)
	ND
	NYC
	OR
	WI
	MI
	MN
	ND
	NYC
	OR
	WI
	MI
	MN

	SS Reviewer #3
(optional)
	NYC
	OR
	WI
	MI
	MN
	ND
	NYC
	OR
	WI
	MI
	MN
	ND

	SS Reviewer #4
(optional)
	OR
	WI
	MI
	MN
	ND
	NYC
	OR
	WI
	MI
	MN
	ND
	NYC

	SS Reviewer #5
(optional)
	WI
	MI
	MN
	ND
	NYC
	OR
	WI
	MI
	MN
	ND
	NYC
	OR

	IISSB reviewer (required)
	---
	---
	---
	---
	---
	---
	---
	---
	---
	---
	---
	---


Data Sharing Committee Participation Schedule:







[bookmark: _Toc342578765]
[bookmark: _Toc342655637]APPROVAL OF PROGRAMMATIC AND SCIENTIFIC INVESTIGATIONS
These guidelines apply to the use of IIS Sentinel Site data submitted to CDC’s IIS-TIPS. They do not apply to data collected and maintained by individual Sentinel Sites. Sentinel Sites that wish to collaborate on scientific investigations are only required to submit proposals to the DSC for consideration if the investigation uses Sentinel Site data processed by IIS-TIPS. Collaborating Sentinel Sites that use data from their own IIS (i.e. not datasets submitted to TIPS) are not required to submit proposals for consideration. 

[bookmark: _Toc342655638]Programmatic Investigations
Programmatic investigations often require immediate information to guide public health action. Thus, the IISSB Co-Chair will notify DSC members of programmatic investigations via email. The email notification will outline the need for the investigation and will briefly describe the analysis to be conducted. DSC members will have 3–5 business days to provide feedback on the investigation. A passive approval process will be used for programmatic investigations; no response to the email notification will be considered as an approval. A simple majority among participating DSC members is required to approve a proposed programmatic investigation. However, Sentinel Sites may withdraw their data from proposed programmatic analyses at their discretion. The findings of programmatic investigations by CDC staff will be shared with the DSC via email within two weeks of completion of the investigation.

[bookmark: _Toc342655639]Scientific Investigations – Proposal Submission 
Scientific Investigation Initiation
To initiate a scientific investigation using Sentinel Site data submitted to IIS-TIPS, an investigator must submit a project proposal to the IISSB Co-Chair of the DSC. The purpose of the proposal is to communicate evaluation ideas, ensure scientific integrity, facilitate collaboration among sentinel sites, and avoid duplication of efforts. All proposals must be sponsored by an IISSB or Sentinel Site PI. The sponsoring PI is responsible for reviewing the proposal prior to submission.
Scientific Project Proposals
Project Proposals should be no longer than three pages in length (12pt font, 1” margins, double-spaced. The three page limit excludes references tables, figures, and other attachments; attachments that require review should not exceed 10 pages. Scientific project proposals should include the following components:
· Investigators with lead investigator and sponsoring PI noted (these may be the same individual)
· Background with relevant references, an explanation of what the study will contribute to the existing literature, and justification for use of IIS Sentinel Site data as opposed to other data sources
· Objectives, aims, or hypotheses
· Methods of analysis including the cohort of children/adolescents, vaccine types/groups of interest and variables included in the analysis
· Timeline for completing the investigation and submitting results to a conference and/or journal*
· Intended audience (e.g. journal and/or conference)

* It is important for investigators to be clear and realistic about the timeframe for completion. Investigators should inform the DSC if they will be unable to meet their proposed timeline. If progress on a given project is unduly slow, the DSC may request an explanation from the lead investigator. If timely progress is not likely to occur in the near future, the DSC may recommend that access to that data set be terminated, allowing another investigator the opportunity to examine the same research question. Additionally, it is generally not possible for investigators to obtain updated or expanded datasets without submitting an updated project proposal to the DSC for review. 

[bookmark: _Toc342655640]Scientific Investigations – Proposal Review 
Review Initiation
The IISSB DSC Co-Chair will disseminate proposals to all Committee members (excluding the lead investigator if he/she is also a Committee member, see section 6.6) for review within 5 business days after receipt. The Chairperson will include a listing of pending and approved proposals and a proposal review form (Attachment 1). 
Review Decisions
Committee members will have a minimum of 15 business days to review proposals to determine if the scope of the investigation and the methods of analysis are reasonable, and if there are conflicts with existing analyses being conducted by other investigators. Committee members can make suggestions for improvements/refinements to objectives and methods and can suggest collaboration with other investigators to enhance investigations. Each Committee member will recommend to:
· Approve the proposal as written or with minor modifications (described by the reviewer) 
· Require resubmission with major modifications (described by the reviewer). 
· Disapprove the proposal. A written justification for disapproval is required.
Discussion
Proposals / reviews are discussed at the next scheduled conference call (held every other month) by the DSC Co-Chairs, mandatory members, and any optional members who choose to participate in the review process. Reviewers may alter their comments and/or recommendations based on discussions during the call. A simple majority among participating DSC members is required to approve a proposal. However, if a Sentinel Site is strongly opposed to a proposal and is in the minority, the site can withdraw its data from the proposed analysis. 
Recommendations
The IISSB and Sentinel Site Co-Chairs will document the discussion and recommendation and will draft a final summary of the DSC comments and decision, which will be shared with the lead investigator. Proposals that are approved as written or with minor modifications do not need to be resubmitted to the DSC after modifications are made. Proposals that require major modifications must be revised and returned to the IISSB Co-Chair for dissemination, review and approval by the DSC before analysis can be initiated. Disapproved proposals can be revised and resubmitted for consideration. Resubmitted proposals are subject to all review requirements and timelines of the original proposal (new reviews are required from mandatory reviewers listed in the Data Sharing Committee Participation Schedule, section 5.2.2, regardless of whether those reviewers approved of the original proposal). 

Confidentiality Agreement
Upon approval, the PI is responsible for ensuring that all lead and co-investigators have completed the confidentiality agreement (Attachment 2) and for ensuring appropriate data security measures are in place, as described in Section 9: Data Security and Confidentiality. Copies of the confidentiality agreement are maintained on file at the Sentinel Sites; copies do not need to be forwarded to CDC. IISSB staff will provide an analytic dataset(s) to the investigator that contains the children (i.e. birth cohort) and variables needed for the investigation, according to the approved proposal.

Proposal Limit
The DSC reserves the right to limit the number of proposals that will be considered at any given time to ensure that IISSB and Sentinel Site resources are used appropriately. Any submitted proposals that will not be reviewed during a scheduled conference call will be first in the queue for the subsequent call.

[bookmark: _Toc342655641]Scientific Investigations – Expedited Review
In rare circumstances, typically of immediate public health concern, the DSC may expedite a proposal review. The lead investigator must include a strong justification for an expedited review in the project proposal. The justification will be reviewed by the IISSB and Sentinel Site Co-Chairs. If an expedited review is approved by the Co-Chairs, the DSC members will be informed of the compressed review and conference call schedule. The minimum time for expedited review shall be no shorter than three business days. Proposals submitted for expedited review should be concise in order to facilitate timely evaluation.

At all stages of the proposal review process, the decision of each DSC member should reflect their independent and unbiased scientific assessment. No site or individual is permitted to coerce another site to participate against their wishes. 
Recurring reports
Dashboards and Related Recurring Analyses
Proposals for analyses that are intended to be repeated for each data submission are to be submitted for review in accordance with the Scientific Investigation Proposal (section 6.3) procedures, even if the results are not intended for publication or conference presentations. Proposals should explicitly state that the analysis will be recurrent, with the frequency and duration of the analysis specified. Examples of previously approved analyses of this type are the HPV dashboard, which is distributed to CDC leadership on a quarterly basis, and the pandemic influenza report, which is intended for recurring distribution to stakeholders during an influenza pandemic. Such proposals should include all proposed methodologies and the report’s recipients. Subsequent to approval, the investigator shall inform the DSC when the related reports are generated and distributed. Once such a proposal is approved, each resulting report does not require approval prior to distribution. 

Quarterly Reports
Reports for sentinel sites
For each TIPS submission, IISSB typically produces a summary report, which is intended to provide the data submitter with feedback on selected quality metrics, as well as comparisons with other sentinel sites. These reports are not subject to DSC approval, and are intended as a means of providing a summary of the submitted data, and for detecting and discussing anomalies that could indicate data quality issues. IISSB shall not distribute any quarterly report to any entity outside of the CDC Immunization Services Division or the submitting site without prior approval from the site associated with the report. 
Reports for non-sentinel sites
IIS-TIPS is available to provide data quality assessment to any IISSB awardee by sending data file to IISSB for evaluation. Feedback may consist of the quarterly reports described in 6.5.2.1 as well as additional data quality indicators calculated by IIS-TIPS during data processing produced for the requesting awardee. Summaries of sentinel site data may be presented for comparison, as is done for quarterly reports, although no individual sentinel site’s data shall be specifically identified in such comparisons
. The DSC shall be notified of such data quality assessments so that site can indicate whether they would like for their data to be excluded from such analyses.  

Recusals
Data Sharing Committee members who are the lead investigator of any programmatic investigation or scientific investigation proposed to the DSC, or who are included as a co-author of any abstract, manuscript, or other material for dissemination to be reviewed by the DSC shall recuse themselves as follows:
IISSB Co-Chair Conflicts
If the IISSB Co-Chair is a co-investigator of a submitted proposal, then that individual shall disclose the conflict to the Sentinel Site Co-Chair at the time that the proposal is submitted. The Sentinel Site Co-Chair shall perform all functions that would normally be assigned to the IISSB Co-Chair for issues related to the investigation, except administrative record keeping (i.e., updating the DSC submission tracking tool and related project management tools). The IISSB Co-Chair shall be excluded from communications related to DSC decision-making that would not normally be made available to investigators, including portions of DSC calls related to the investigation, unless otherwise allowed by the Sentinel Site Co-Chair. 
Sentinel Site Co-Chair Conflicts
If the Sentinel Site Co-Chair is a co-investigator of a submitted proposal, then that individual shall disclose the conflict to the IISSB Co-Chair at the time that the proposal is submitted. The IISSB Co-chair shall perform all functions that would normally be assigned to the Sentinel Site Co-Chair for issues related to the investigation. The Sentinel Site Co-Chair shall be excluded form communications related to DSC decision-making that would not normally be made available to investigators, including portions of DSC calls related to the investigation, unless otherwise allowed by the IISSB Site Co-Chair. 
Sentinel Site Reviewer Conflicts
If an investigator or a co-author affiliated with a sentinel site is a co-investigator of a submitted proposal, then that individual shall disclose the conflict to the IISSB Co-Chair at the time that the proposal is submitted. If the investigator’s site’s DSC member is scheduled to be a required reviewer, then the IISSB Co-Chair shall re-assign the duties to one of the optional sentinel sites. The author or investigator shall be excluded from communications related to DSC decision-making that would not normally be made available to investigators, including portions of DSC calls related to the investigation, unless otherwise allowed by the IISSB Site Co-Chair.
Revising Previously Approved Requests
Adding Study Investigators
Proposals may be modified in order to add investigators. Request to add any investigator who requires access to record-level data shall be submitted to the DSC in the form of a proposal revision (track changes). The DSC shall be allowed one week to approve or deny the revision. Approval shall be assumed if no response is received. DSC approval is not required to add investigators who will not be granted access to record-level data (e.g., adding a subject matter expert who will provide guidance in interpreting results or editing a manuscript), although a track changes proposal revision shall be sent to the DSC to inform them of the change. 
Requesting a new dataset
If investigators anticipate that more than one data submission will be used for the analysis, then the details of this requirement should be stated in the original proposal. Investigators should list specific conditions under which a new dataset will be used. For example, investigators may propose that an updated dataset shall be used if analysis is not completed by a specific date.  

If request for updated datasets have not already been described in an approved proposal and an updated dataset is sought, then an investigator may request the updated dataset by submitting a revised proposal (using “track changes”) with an explanation for why the new dataset is needed. Such proposals shall be reviewed by the DSC within one week. Approval shall be required from all sites. 

Revising Methods or Study Endpoints
Revisions to study methods or endpoints shall require resubmission. The full review process and timeline shall apply. The Sentinel Site that served as Co-Chair at the time of the original submission shall serve as Co-Chair for the resubmission.  

[bookmark: _Toc342578766][bookmark: _Toc342655642]REVIEW OF MATERIALS FOR DISSEMINATION
[bookmark: _Toc342655643]Approval of Abstracts 
Abstract Submission
Abstracts that are drafted as a result of approved scientific investigations must be submitted to the IISSB Co-Chair at least 10 business days prior to the conference/meeting submission deadline. Lead investigators should indicate the conference/meeting to which the abstract will be submitted and the deadline for submission. Abstracts that extend beyond the scope of the original approved proposals will not be considered by the DSC and cannot be submitted to a conference for consideration.
Review Initiation
The IISSB Co-Chair will forward the abstract, review form (Attachment 3), and reviewer deadline to the DSC members and will copy the Sentinel Site Co-Chair who served at the time the initial proposal was approved, if they are not a current mandatory reviewer. Committee members who are reviewing the abstract, or staff designated by Committee members, will determine if the abstract is accurate, scientifically sound, and consistent with the original proposal for investigation. Each DSC reviewer will recommend to:
· Approve the abstract as written or with minor modifications. 
· Require resubmission with major modifications. 
· Disapprove the abstract. A written justification for disapproval is required.
Review Decisions
Completed review forms should be returned to the IISSB and Sentinel Site Co-Chairs within five business days. If recommendations from all DSC reviewers are consistent, the IISSB Co-Chair will submit the anonymous reviews and recommendation to the lead investigator. If recommendations differ, the IISSB and Sentinel Site Co-Chairs will have the authority to make a final determination. The Co-Chairs can schedule an ad hoc conference call with the reviewers, if necessary. 
Recommendations
The IISSB Co-Chair is responsible for submitting comments and recommendations to the lead investigator and for updating the listing of pending and approved proposals. Abstracts that are approved as written or with minor modifications do not need to be resubmitted to the DSC after modifications are made. Abstracts that require major modifications must be revised and returned to the DSC for review and approval before submission to the conference. Disapproved abstracts can be revised and resubmitted for consideration. 
Submission of Final Abstracts
Finalized copies of abstracts should be submitted to the IISSB Co-Chair for record keeping.

[bookmark: _Toc342655644]Approval of Manuscripts
Submission of Manuscripts from Scientific Investigations
Manuscripts that are drafted as a result of approved scientific investigations should be submitted to the IISSB Co-Chair prior to submission to the journal for consideration. Lead investigators should indicate the journal to which the manuscript will be submitted. Manuscripts that extend beyond the scope of the original approved proposal will not be considered by the DSC and cannot be submitted to a journal for publication.
Review Initiation
The IISSB Co-Chair will forward the manuscript, review form (Attachment 4), and reviewer deadline to the DSC members and will copy the Sentinel Site Co-Chair who served at the time the initial proposal was approved, if they are not a current mandatory reviewer. DSC members will determine if the manuscript is accurate, scientifically sound, and consistent with the original proposal for investigation. Each DSC reviewer will recommend to:
· Approve the manuscript as written or with minor modifications. 
· Require resubmission with major modifications. 
· Disapprove the manuscript. A written justification for disapproval is required.
Review Decisions
Completed review forms should be returned to the IISSB and Sentinel Site Co-Chairs within one month after receipt. Under limited circumstances, the IISSB and Sentinel Site Co-Chairs can shorten the deadline. If recommendations from all DSC reviewers are consistent, the IISSC Co-Chair will submit the anonymous reviews and recommendation to the lead investigator. If recommendations differ, the IISSB and Sentinel Site Co-Chairs will have the authority to make a final determination. The Co-Chairs can review comments with the reviewers individually or collectively during a conference call, if necessary. 
Communicating Decisions
The IISSB Co-Chair is responsible for submitting comments and recommendations to the lead investigator and for updating the listing of pending and approved proposals. Manuscripts that are approved as written or with minor modifications do not need to be resubmitted to the DSC after modifications are made. Manuscripts that require major modifications must be revised and returned to the Co-Chairs for review and approval by the DSC before submission to the journal. Disapproved manuscripts can be revised and resubmitted for consideration. Finalized copies of manuscripts, along with the citation, should be submitted to the IISSB Co-Chair for record keeping.
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[bookmark: _Toc342655646]Authorship Criteria
Listing of authors on manuscripts using IIS Sentinel Site data should be in accordance with the International Committee of Medical Journal Editors guidelines (http://www.icmje.org/ethical_1author.html). A summary of these guidelines is listed below:

“Authorship credit should be based on: 1) substantial contributions to conception and design, or acquisition of data, or analysis and interpretation of data; 2) drafting the article or revising it critically for important intellectual content; and 3) final approval of the version to be published. Authors should meet conditions 1, 2, and 3.”

[bookmark: _Toc342655647]Order of authors
Primary Authorship
First authors, who must meet the authorship criteria established above, will typically be IISSB or Sentinel Site PIs or other designated Sentinel Site staff. However, external researchers may serve as first authors if at least one Sentinel Site or IISSB PI serves as a co-author and "sponsor" of the project and the sponsoring PI meets the authorship criteria above.  
Subsequent Authors
The first author should determine the order of authorship on a paper. In general, authors will appear in order of contribution to the writing and analysis of the paper. It is recommended that authorship be determined early in the study process.

[bookmark: _Toc342655648]Author affiliation
First authors are encouraged to include the words "Immunization Information Systems Sentinel Site Project” in the authorship line (e.g. Smith JL, Jones KC, Williams ME, for the Immunization Information Systems Sentinel Site Project). The decision of whether or not to include the “Project” as an author is left to the discretion of the first author.
 
[bookmark: _Toc342655649]Disclaimer
All papers should include the sentence “The findings and conclusions in this report are those of the author(s) and do not necessarily represent the official position of the IIS Sentinel Sites or the Centers for Disease Control and Prevention.” Phrasing regarding funding source, such as “This study was supported by immunization grant funds under section 317 of the Public Health Service Act (42 USC Sect. 247b)” are not required by CDC. If disclosure of funding source is not required by the journal, the decision of whether or not to include this statement is left to the discretion of the first author.

[bookmark: _Toc342655650]Acknowledgements
If the publishing journal allows, all papers should include an Acknowledgements section that lists each sentinel site PI name or references the following website (http://www.cdc.gov/vaccines/programs/iis/activities/sentinel-sites.htm). 

[bookmark: _Toc342655651]Progress Reporting
If progress on a given project is unduly slow, the DSC may request an explanation from the lead investigator. If timely progress is not likely to occur in the near future, the DSC may recommend that access to that data set be terminated, allowing another investigator the opportunity to examine the same research question.

[bookmark: _Toc342578768][bookmark: _Toc342655652]DATA SECURITY AND CONFIDENTIALITY
Data Transmission
Data files are submitted electronically to IISSB using secured methods of file transmission that are approved for transporting moderate personally identifiable information. Approved methods include, but are not limited to:

Encrypted FTP (preferred). CDC Encrypted FTP site meets the FIPS 140-2 requirements for encryption. An account and password are required to access this site.  A third party FTP client capable of FTP over Secure Shell (SSH) is required.
Public Health Information Network Messaging System (PHIN-MS): PHIN-MS staff at CDC are available to install, modify and/or trouble-shoot PHIN-MS connections with IISSB, as needed. Only authorized IIS “Senders”, who have a digital certificate from the Secure Data Network for the PHIN-MS 2.0 activity, will be able to submit IIS data to IISSB. When a message is submitted, it is encrypted and sent via a Secure Socket Layer connection through HTTPS. Once the Sender is authenticated at CDC via the digital certificate, the message will pass to the PHIN-MS receiver. The receiver will decrypt the message using its private key and the message will be written to a secure folder in the Consolidated Statistical Platform (CSP) at CDC for the IISSB. An acknowledgement is sent back to the Sender indicating the success or failure in the PHIN-MS console.
Additional methods for file transmission may be considered, including a customized, dedicated server at CDC. Any such option must be secured, encrypted, and deemed appropriately protected for moderate personally identifiable information.

Computing Environments
Record-level data submitted by IIS Sentinel Sites will be housed and processed on CDC computing environments at CDC approved for the storage and processing of data that contains Personally Identifiable Information (PII).  These include the Consolidated Statistical Platform (CSP) and an SAP HANA server (an in-memory database and application platform), described below. These platforms can only be accessed from within the secured CDC network. Limited CDC federal and contract staff have access to IIS Sentinel Site data on these platforms. All CDC federal and contract staff with access to Sentinel Site data will be required to sign a data confidentiality agreement, which can be provided to IIS Sentinel Sites, if requested. 
The Consolidated Statistical Platform (CSP) is a computing environment at CDC designed specifically for the storage and processing of data that contains Personally Identifiable Information (PII). The CSP is a physically distinct computing environment that can only be accessed from within the CDC network, and requires a separate login process to further isolate data and processes from unauthorized access. CDC investigators with approved proposals will access IIS-TIPS analytic datasets in secure folders on the CSP. IISSB will limit the analytic datasets to only those children and variables that are required for the analysis based on the study parameters
SAP-HANA is an in-memory database and application. CDC’s HANA server is under development as of the date of version 2.0 of this document. Once HANA has been configured, tested, and approved for use of moderate-PII data, then it will be used for some or all components of data transmission, processing, and analysis. 

[bookmark: _Toc342655655]Sharing Datasets with Sentinel Sites
CDC will use PHIN-MS technology to securely send analytic datasets for approved proposals with IIS Sentinel Site investigators. IISSB analysts will limit the dataset to only those children and variables that are required for the analysis based on the study parameters. 

Upon receipt of analytic datasets from IISSB for scientific investigations, Sentinel Sites must maintain the following minimum data security standards:
· The dataset must be saved to a computing environment that is password protected and/or with limited read/write access. Only those individuals who are listed as authorized users of the data in the approved Project Proposal and who have signed a copy of the confidentiality statement may access the dataset.
· The dataset cannot be saved to a personal computer.
· If the data are copied to an external drive (e.g. a USB drive), it must be encrypted and FIPS 140-2 (Federal Information Processing Standards) certified.
· Printing of data should be limited and only as required for data review and analysis. All printed data must be kept in a locked cabinet with access limited to those individuals who are listed as authorized users of the data in the approved Project Proposal and who have signed a copy of the confidentiality statement. Printouts must be shredded upon completion of use. 

[bookmark: _Toc342578769][bookmark: _Toc342655656]LOCAL STUDIES
Completion of investigations using local Sentinel Site data for presentation and publication are components of the Sentinel Site cooperative agreement. Local studies are not subject to the guidelines included in this document. However, Sentinel Sites are asked to share investigations, abstracts, and manuscripts with IISSB and the DSC to decrease potential duplication of efforts, enhance collaboration, and contribute to the scientific capacities of the IISSB and Sentinel Site staff.
Process for revising and approving this dcoument
[bookmark: _Toc342640097][bookmark: _Toc342640191][bookmark: _Toc342641395][bookmark: _Toc342641493][bookmark: _Toc342642011][bookmark: _Toc342640098][bookmark: _Toc342640192][bookmark: _Toc342641396][bookmark: _Toc342641494][bookmark: _Toc342642012][bookmark: _Toc494193648]Revisions to this document shall be distributed to the DSC for comments. Upon incorporation of comments, IISSB shall submit the document to the full Sentinel Site contact list for approval or disapproval by each site. 
[bookmark: _Toc342576457][bookmark: _Toc342578356][bookmark: _Toc342578745][bookmark: _Toc342655657]Contact Information
For more information about the IIS-TIPS, please contact Loren Rodgers at the IISSB.
Loren Rodgers, PhD
1600 Clifton Rd. NE MS A-19
Atlanta, GA 30333
Email: lrodgers@cdc.gov
Phone: 404-718-4835
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IIS-TIPS Proposal Review Form

 

Title of Proposal:   



Lead Investigator:     



Sponsoring PI:  	Sentinel Site:  



Reviewed by:  					Date reviewed: 

  





1. Lead investigator and co-investigators listed	___YES  ___NO  ___NA



	Subject Matter Experts included			___YES  ___NO  ___NA

	(disease, statistics, epidemiology, etc.)		

	

	Strengths/Weaknesses/Comments: 







2. Background with relevant references	___YES  ___NO  ___NA 



Contribution to the literature discussed	___YES  ___NO  ___NA 



Justification for use of IIS-TIPS data provided	___YES  ___NO  ___NA 



	Strengths/Weaknesses/Comments: 







3. Objectives, aims or hypotheses stated	___YES  ___NO  ___NA	



	Strengths/Weaknesses/Comments: 







4. Methods- Does the researcher discuss: 

- Birth cohort 	___YES  ___NO  ___NA	

	- Vaccine types/groups	___YES  ___NO  ___NA	

	- Variables of interest	___YES  ___NO  ___NA



	Strengths/Weaknesses/Comments: 





5. Timeline for completion included and realistic	___YES  ___NO  ___NA	  

	Comments: 





6. Intended audience appropriate	___YES  ___NO  ___NA	  

Comments:





7. Conflicts with existing research	___YES  ___NO  ___NA	  

	Comments: 





8. Suggestions for collaboration                                   	___YES  ___NO  ___NA     Comments:







 Other Comments:  







____APPROVE AS IS OR WITH MINOR REVISIONS (investigator must incorporate the following comments)







____REVISE AND RESUBMIT FOR ADDITIONAL REVIEW (investigator must incorporate the following comments)







____DISAPPROVE (provide justification) 
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Confidentiality Agreement

Immunization Information System – Trends in Immunization Practices System (IIS-TIPS)



☐  For Technical (Non-Analytic) Staff:

Describe role and provide justification for access to IIS-TIPS data   









☐  For Analytic Staff:

Title of Proposal:   



Lead Investigator:     





Technical Staff are responsible for developing and testing IIS-TIPS SAS code to ensure data are processed accurately. Technical Staff are also responsible for managing the storage of received and processed IIS-TIPS datasets at IISSB.



The CDC Project Lead Investigator is responsible for tracking the use of data at CDC and assuring that each person who has access to the data has read and signed this agreement. 



The IIS Project Lead Investigator is responsible for tracking the use of the data at their site and assuring that each person who has access to the data has read and signed this agreement.



As Technical Staff, a Project Lead Investigator or a Project Co-Investigator, I agree to maintain the following safeguards to assure that confidentiality is protected and to provide for the physical security of the records:



1. I agree not to attempt to identify any individual person whose information is contained in the dataset(s).



2. I agree not to distribute, copy, or share the data with any person(s) other than those who have been designated by the Authorizing Agent / Sentinel Site Principal Investigator and who have signed a copy of the confidentiality agreement.



3. I understand that the Data Sharing Committee must approve the use of IIS-TIPS Sentinel Site data prior to analysis. No data analysis or dissemination of findings may occur without approval from the Committee for a specific scientific investigation. Instructions for submission of proposals for scientific investigations are specified in the Data Access, Analysis, and Publication Guidelines available from IISSB and each sentinel site.



4. I understand that the Data Sharing Committee must approve any manuscripts, abstracts, or public presentations based on the analyses before they can be submitted for consideration.  



My signature below indicates that I have carefully read and understood this agreement and the oath, which pertains to the confidential nature of all records to be handled during the course of this project / as part of data processing. I understand that I am prohibited from disclosing any such confidential information that has been obtained through access to IIS-TIPS data to anyone other than IISSB and Sentinel Site Authorizing Agents / Sentinel Site PIs. I understand that any disclosure in violation of this Confidentiality Oath may lead to termination of access to IIS-TIPS Sentinel Site data and other penalties.



Name:                                                                                                     



Title: 



Affiliation: 



Signature:  								Date:                    





Authorizing Agent / PI Name: 							                  



Authorizing Agent / PI Signature: 						Date:                    
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Sentinel Site Abstract Review Form



Abstract Title:   



Conference/Meeting:   



Abstract Submission Deadline:



Lead Investigator:     



Sponsoring PI:  	Sentinel Site:  



Reviewed by:  					Date reviewed: 

 

		

1. Findings and presentation consistent with original proposal		___YES  ___NO  

Comments:  




2. Conclusions supported by presented data				___YES  ___NO  

Comments:  




3. Scientific and Other Comments: 







____APPROVE AS IS OR WITH MINOR REVISIONS (investigator must incorporate the following comments)





____REVISE AND RESUBMIT FOR ADDITIONAL REVIEW (investigator must incorporate the following comments)





____DISAPPROVE (provide justification)
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Sentinel Site Manuscript Review Form

 

Title:   



Journal:



Lead Investigator:     



Sponsoring PI:  	Sentinel Site:  



Reviewed by:  					Date reviewed: 

  



COMMENTS FOR THE CHAIRPERSONS & DATA SHARING COMMITTEE:



Strengths:



Weaknesses:


Other Comments:





____APPROVE AS IS OR WITH MINOR REVISIONS (include required revisions in Comments for the Author)



____REVISE AND RESUBMIT FOR ADDITIONAL REVIEW (include required revisions in Comments for the Author)



____DISAPPROVE (provide justification) 



COMMENTS FOR THE AUTHOR:



Strengths:



Weaknesses:



Other Comments:
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