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[bookmark: _Scope][bookmark: Scope][bookmark: Bookmark]Scope 
This guideline defines and governs the process for creating, revising, and approving Yale School of Medicine (YSM) policies, procedures, and guidelines. YSM policies, procedures, and guidelines are developed for and owned by YSM functions. Examples include but are not limited to policies, procedures, and guidelines for YSM Finance and Administration, YSM Clinical Practice (i.e., Yale Medicine (YM)), YSM Education Program, and YSM Research. 
This guideline does not apply to non-published/formalized department level documents.
This guideline does not apply to University Level policies. 
This guideline applies to all faculty and staff of YSM.
[bookmark: _Policy_Statement][bookmark: Statement]Guideline Statement
Policies and procedures help achieve YSM’s mission by establishing a strong internal control environment. These mandatory policies (rules) and procedures (processes) work to promote the efficient and effective use and stewardship of YSM’s resources and minimize the risk of non-compliance with relevant laws and regulations. Guidelines, on the contrary, provide non-mandatory recommendations for best practices. This guideline provides standards regarding the approval, distribution, and maintenance of YSM’s policies, procedures, and guidelines.
[bookmark: _Reason_for_the][bookmark: Reason]Reason for the Guideline
This guideline exists to ensure that YSM formally approves, issues, and maintains in a cohesive, user-friendly, and consistent format, official YSM policies and their related documents. Individuals and units engaged in developing and maintaining YSM policies, procedures, and guidelines should follow the requirements outlined in this guideline for drafting, approving, revising, and withdrawing such documents.
[bookmark: _Definitions][bookmark: Definitions]Definitions
Approval Date: This is the date that the “Responsible Officer” formally approves the document. This date may often, but not always, align with the publication of the document/effective date. This date would also reflect the last formal approval related to any revisions or updates made to the document.
Date of Origin: This is the first date that the document was formally approved and made available to the YSM public (i.e., posted, and accessible to all faculty and staff). 
Document Specific Review Committee (DSRC): Each group of YSM documents are governed by document specific review committees. These committees are made up of key stakeholders with the authority to review and approve the policy for their designated areas of responsibility.
Effective Date: This date is often associated with “publication” which would be when the document is formally posted to the YSM website and accessible to faculty and staff. From this date forward, faculty and staff would be held accountable to the document requirements as they would be expected to have knowledge of the document and its requirements. 
Exception to Policy or Procedure: An exception to an existing policy or procedure are requests made for situations where the current policy or procedure cannot be operationalized or needs an alternative option. Exceptions should be formally requested, reviewed, approved, and documented. 
Form: Forms are  documents that allow for a uniform way for YSM employees to enter, submit, document, and utilize information specific to a business process and in support of a YSM policy, procedure or guideline.
YSM Guidelines: A guideline provides general guidance, and additional advice and support for policies, standards, or procedures. Guidelines can also exist to give general guidance on how to handle a situation when no policy or procedures exists. An important distinction to note is that a guideline is voluntary, and policy is always mandatory.
YSM Policies and Procedures PolicyTech Website (Policy website): The Policy website houses YSM policies, procedures, and forms. It serves as the central repository and can be found at yale.navexone.com.
YSM Policy: YSM policies are clear and concise statements of how YSM intends to conduct its activities. YSM policies provide a set of guiding principles adopted by YSM to inform decision-making and facilitate the achievement of its long-term goals. YSM policies are developed for and owned by YSM functions. Examples include but are not limited to: YSM Finance and Administration Policies, Yale Medicine Administration Policies, Yale Medicine Practice Standards, MD Education Policies, PA Education Policies, MHS policies, YCCI Policies, and Communications Policies. 
YSM Policy/Procedure/Guidelines Proposal: A brief, confidential document that proposes creating or revising a YSM policy, procedure, or guideline. The proposal describes the background, justification, and impact of the new or revised YSM policy, procedure, or guideline. It is presented by the Policy Sponsor (as described below), or their designee, to a meeting of the DSRC (as described below).
YSM Procedure: Procedures describe the mandatory steps necessary to implement a YSM policy (the “how to”). Procedures generally indicate those who are, by role or position, responsible for the steps.
[bookmark: _Toc425171621][bookmark: Sections]Guideline Sections 
[bookmark: _1503.1_Policy_Proposals][bookmark: _1000.1_Policy_Proposals][bookmark: _Toc427373286][bookmark: _Toc425171622]A. Policy, Procedure, and Guideline Creation and Revision
New or major revisions to YSM policy, procedure, or guideline require approval by the DSRC. Review and approval are to be formally documented utilizing the YSM Policy/Procedure/Guideline Proposal - Form. The YSM Policy/Procedure/Guideline Proposal - Form  is prepared by the Policy Sponsor, or their designee contains all of the pertinent information described in Development, Revision, and Posting of YSM Policies, Procedures and Guidelines - Procedure and is presented to the DSRC for review, comment, and approval.
YSM Policy/Procedure/Guideline Proposal - Form is not required for minor revisions to existing YSM policies, procedures, and guidelines. Minor revisions include clarifications, non-substantive changes, and updates to reflect, for example, new position titles, new contact information, or new website addresses.
[bookmark: _1503.2_New_or][bookmark: _1000.2_New_or]Once the DSRC approves the YSM Policy/Procedure/Guideline Proposal - Form the Policy Sponsor is responsible for ensuring that the policy, procedure, or guideline is drafted in consultation with the identified stakeholders. 
Every YSM policy and procedure should contain all information required to ensure compliance with relevant laws and regulations and consistency with existing YSM and University level policies. During the drafting phase, the Policy Sponsor keeps the Responsible Official (or designee) apprised of progress and issues, as appropriate.
[bookmark: _1503.3_Review_and][bookmark: _1000.3_Review_and][bookmark: _Toc425171624]B. Review and Approval Process 
New or major revisions to existing policies, procedures, or guidelines should undergo a formal review and approval process, as detailed in Development, Revision, and Posting of YSM Policies, Procedures and Guidelines - Procedure. This process includes review and input from the DSRC. The Responsible Official should approve the final draft of a YSM policy, procedure, or guideline. 
Formal review and approval are not required for minor revisions to existing YSM policies, procedures, or guidelines.  
[bookmark: _1503.4_Posting_Approved][bookmark: _1000.4_Posting_Approved][bookmark: _Toc425171625]C. Posting Approved Policies, Procedures, and Guidelines 
All formally approved YSM policies, procedures and guidelines should be included in the YSM PolicyTech Solution. The policy Document Administrator (Policy Owner) is responsible for posting approved policies, procedures, and guidelines. When appropriate, the Policy Sponsor works with YSM Communications to ensure that the YSM community is informed of new and revised policies, procedures, and guidelines. 
[bookmark: _1503.5_New_or][bookmark: _1000.5_New_or][bookmark: _1000.6_Regular,_Periodic]D. Regular, Periodic Review 
Every YSM policy, procedure, and guideline is subject to regular, periodic review. A review of the entirety of each YSM policy, procedure, and guideline will be conducted at least every three years by the DSRC, measured from the most recent revision date. The Policy Owner maintains a review cycle calendar and prompts the Policy Sponsor when the review is due. The Policy Sponsor will take the document to the appropriate DSRC for review. Some documents may require an annual review. The DSRC will determine the review cycle during the policy, procedure, and guideline creation process. 
E. Policy and Procedure Exceptions

In rare circumstances, an exception to an existing policy or procedure may be needed. Each Policy and Procedure has a section that outlines where the exception for that document will be directed to for review. These are situations where the current policy or procedure cannot be operationalized or needs an alternative option. Exceptions should be formally requested, reviewed, approved, and documented. The process is described in Development, Revision, and Posting of YSM Policies, Procedures and Guidelines - Procedure.
[bookmark: _Special_Situations/Exceptions][bookmark: Special]6. Special Situations/Exceptions 
Any exceptions to this guideline should be presented to and approved by the YSM/YM Compliance Department. Exceptions should be formally requested, reviewed, approved, and documented. The process is described in Development, Revision, and Posting of YSM Policies, Procedures and Guidelines - Procedure .
[bookmark: _Roles_and_Responsibilities][bookmark: Roles]7. Roles and Responsibilities
YSM/YM Compliance
This unit in the YSM/YM Compliance Office is headed by the Senior Director of Compliance and Senior Policy Analyst. This unit has responsibility for overseeing the policy and procedure document management system for YSM. The Senior Policy Analyst works closely with the Policy Owner who works with the Policy Sponsor to draft the policy proposal and the policy. While the Policy Sponsor is responsible for the content of a YSM policy, the Policy Owner and Senior Policy Analyst are responsible for the editorial aspects of the YSM policy. The Policy Owner also coordinates the review, approval, and posting process for YSM policies, procedures, and forms. Finally, the Senior Policy Analyst maintains the YSM Policy website, and the Policy Owner manages the central repository (policy tech) for their designated YSM policies, including a history of all official revisions.
Document Specific Policy Review Committee (DSRC)
The DSRC exists to oversee the approval, creation, and major revisions of YSM policy, procedure, and guidelines. Although the Responsible Official and Policy Sponsor are responsible for the content of a YSM policy, procedure, and guidelines, the DSRC’s comments are critical to the successful implementation of a YSM policy, procedure, and guidelines and, therefore, should be carefully considered and addressed. The Policy Owner will facilitate escalating documents for review by the DSRC. 
Policy Owner (Document Administrator)
The Policy Owner is responsible for managing the document within the document control solution (policy tech). This individual “manages” the lifecycle of a set of documents to ensure they are created and reviewed in accordance with this policy. They may or may not also be a policy sponsor. 
Policy Sponsor
The Policy Sponsor is associated with the Responsible Office and, if the YSM policy, procedure or guidelines is associated with a process, the process owner. This person is responsible for ensuring that policies, procedures, and guidelines needed to support the Responsible Office’s mission to YSM are created, periodically reviewed and, if necessary, updated. The Policy Sponsor is accountable for the YSM policy, procedure, and guideline content and for its full and proper implementation. The Policy Sponsor should ensure, in consultation with the appropriate stakeholders, that YSM policy, procedure, and guidelines comply with all relevant laws and regulations.
Responsible Office 
The Responsible Office (or Responsible Offices, as may be the case) owns the YSM policy, procedure, or guidelines and is responsible for the process governed by or affected by the YSM policy. The members of the Responsible Office are involved in drafting and revising the YSM policy, procedure, and guidelines and for developing and implementing appropriate training for those affected by the YSM policy and procedure. 
Responsible Official 
This person is accountable and responsible for the content of, and compliance with, the YSM policy or procedure. The Responsible Official is kept apprised of any new or revised YSM policy or procedure under their purview by the relevant Policy Sponsor.
Stakeholder
This is an individual, unit, or function identified in the policy/procedure/guideline proposal and/or review cycle who will be affected by the policy, procedure, or guideline or whose professional expertise relates to the subject of the policy (a.k.a. subject matter expert). The stakeholder is, therefore, consulted during the policy, procedure, or guideline drafting/revision stage. 
[bookmark: _Contact_Information][bookmark: Contact]8. Contact Information
· Exceptions and interpretations to this guideline: ysm.policy@yale.edu  
· Yale University Policies and Procedures Website questions: Policy and Compliance Services: controllers.office@yale.edu
[bookmark: Related]9. Related Information/Documents
· Development, Revision, and Posting of YSM Policies, Procedures and Guidelines - Procedure 
· YSM Policy/Procedure/Guideline Proposal - Form 
· YSM Policy/ Procedure/ Guideline Exception Request - Form 
· YSM Policy/Procedure/ Guideline Workflow - Reference 
The official version of this information will only be maintained in an on-line web format.  Any and all printed copies of this material are dated as of the print date.  Please make certain to review the material on-line prior to placing reliance on a dated printed version.
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