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Protocol Summary Guidelines
This protocol summary format can also be used in writing an investigator initiated protocol. 
When is a protocol summary written according to these guidelines needed?

1. When Children’s is engaged in a multi site study when a summary is needed to explain Children’s specific involvement. This can be a very short summary, in paragraph form explaining only the portions of the study that differ from the primary protocol. 

2. When a new study is submitted for initial review by the Children’s IRB and all of the elements of the Children’s IRB template summary are not included in the protocol or the study will be reviewed by the full Board.

3. When an ongoing study is submitted for continuing review by the Children’s IRB and that study is still open to subject enrollment and/or subjects continue to receive treatment as part of the study.

4. When an ongoing study is submitted for modification by the Children’s IRB and all of the elements of the Children’s IRB template summary are not included in the protocol. 
When is the protocol summary not needed?

1. When a new or continuing study is submitted to the Children’s IRB for administrative purposes (i.e., another IRB is serving as the IRB of record, but the Children‘s IRB is provided a copy for tracking).
2. When a new or continuing study is submitted for expedited review by the Children’s IRB and all of the elements of this template protocol summary are already included in the protocol.

3. When an ongoing study is submitted for continuing review by the Children’s IRB and that study is closed to subject enrollment with subjects only participating in long-term follow-up procedures or investigators only conducting data analysis.
What is the purpose of the protocol summary?
1. For multi-site studies or other studies with sponsor-generated protocols, it describes operations specific to the Children’s study site (such as the consent process and measures to ensure confidentiality of data).
2. It provides IRB members with a synopsis of the proposed research that helps to address the criteria for approval as outlined in the federal regulations.  
3. At time of continuing IRB review, for studies receiving a full Board review the protocol summary is distributed to all IRB members, with only primary reviewers receiving a copy of the full protocol unless otherwise requested by the members.  This helps to reduce the number of documents investigators are required to submit while still allowing for a meaningful IRB review in compliance with the federal regulations. 
Because the protocol summary will be one of the key sources of information for all IRB members, it needs to provide accurate information written in terms that may be clearly understood by scientific and non-scientific readers alike.  In drafting the protocol summary, it may help to imagine explaining your research to someone outside the medical community, perhaps a family member or neighbor.  Try to limit the summary to 1-3 pages.  Attached is the template to follow.
The following items are required in the protocol:

Page numbers are required, preferably page x/y.

Version date: [enter date this document was prepared]  
Title of Study: 
Study Personnel:

· List their names, degrees, employer, and role on the project.  Only the PI must be listed, if you choose to list additional personnel, you will have to revise the protocol each time study staff are added or removed from the study.
I. Background and Purpose
· Provide a brief description of the problem of interest
· Cite previous studies done

· State your hypothesis- be specific- what do you expect to see?
· For Protocol Summaries- be CHOA specific. Do not cut/paste from main protocol.

II. Summary of Procedures
· Describe how the problem will be studied including:

· the general procedures (specify what are standard of care or experimental)

· locations involved
· number of subjects
· For Protocol Summaries- only list anything that is specific to Children’s, and/or if it differs from the main protocol. If procedures are the same, simply state that Children’s will adhere to study design/visits as written in the primary protocol. 

III. Risks
· List risks which are physical, psychological, financial, social and/or relate to a breach of confidentiality.  Do not indicate “no risks,” as there may be unknown risks.
· Describe how those risks are minimized
· Include the plan for monitoring data to ensure subject safety

· Include measures taken to ensure privacy of subjects and confidentiality of data collected (see Section VII below)
· Describe how risks are minimized by using procedures already being performed for diagnostic or treatment purposes
· For Protocol Summaries- Only list if risks to Children’s population differ from primary protocol. If no changes in risk, reference the primary protocol. Also a good section to add statement regarding how the PI feels study risks apply to Children’s population and how the risks of the study compare to current treatment in his/her patients. 
IV. Potential Benefits
· List any potential direct benefits to subjects or indirect benefits to others 

· For Protocol Summaries- May refer to primary protocol if the same.
V. Inclusion and Exclusion Criteria 

· List the eligibility criteria and include any restrictions regarding age, race or ethnicity
· Describe any specific involvement of populations considered vulnerable to coercion, including children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons
· For Protocol Summaries- May refer to primary protocol if the same.

VI. Informed Consent Process 

· Describe how informed consent of adult subjects, assent of minors and/or permission of their legal guardian(s) will be sought and documented, including: 
· recruitment methods
· who would conduct the process
· who will provide consent

· where it would occur 
· the information to be communicated to the prospective participant or legally authorized representative

· language to be used by those obtaining consent, if applicable, and the language understood by the prospective participant or legal authorized representative

· the timing in which it would occur in relation to when the research procedures would commence and throughout the conduct of the research 
· any waiting period between informing the prospective participant and obtaining consent

· if consent/assent/permission will be documented in writing 

· steps taken to minimize the possibility of coercion or undue influence

· If written informed consent, assent or permission will not be sought or documented, state which waiver or alterations will be sought. Examples: Due to the retrospective nature, the study meets criteria for Waiver of Informed Consent. (or) Study information will be provided to the participants in the form of a introduction letter, covering all elements of informed consent. Study meets criteria for Waiver of Documentation of Informed consent. 
· For Protocol Summaries- Be specific to where you will recruit potential participants at Children’s, when they will be approached and consented. 

VII. Other Protocol Elements to Consider

· Privacy Interests of Participants- A description of provisions to protect the privacy interests of participants. Privacy interests refer to the need of individuals, during and after the research, to limit access to themselves, and their information. This may include access to their information, the time and place they give or are given information regarding the research, the nature of the information they are given, and/or who receives and can use the information. Privacy interests are different from confidentiality. 
· Confidentiality- Describe how the research participant’s private health information will be handled, including de-identification, storage of records, and measures taken to protect patient information. 
· Data Management and Statistical Analysis (may not be applicable to all studies)

· How will data be managed, de-identified, coded.
· Explain how qualitative data will be analyzed. 

· How long will the data be kept and what are the plans for destroying it once the study is complete?

· If the protocol is poorly prepared and not adhered to, it is unlikely that the project will yield the information that you hope for.

· Other considerations:

· Include current version date in lower left hand corner.

· A protocol should provide enough detail that can allow another investigator to do the study and arrive at the same conclusion. 

· It is unethical to subject human subjects to research that do not give useful results.
· It may be helpful to you and to the IRB to add a footer to each page that identifies the study by PI and title or IRB number.

For Protocol Summaries- Be specific to how data will be handled at Children’s, as well as how data will be transferred to sponsor or primary study site. 
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