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1 Synopsis
Provide a summary of the protocol in lay terminology.
2 Background
The background should answer the question, “What is the rationale for doing this study?” The content of this section will vary depending on the type of study. Provide background information, including relevant literature citations, that describes the current state of knowledge on the topic and places into context the purpose of the study.
3 Rationale

Provide a description of the purpose of this study and the justification for the route of administration, dosage, dosage regimen, and treatment period(s) for this therapy/combination therapy in this disease.
4 Objectives
The study purpose and objectives of the study must be stated clearly and succinctly.
5 Methodology
Provide a detailed description of the study design and methods.
If the study involves a survey or questionnaire, include a copy of the written survey/questionnaire or verbal script in an appendix.
If the research involves collaboration with an outside institution/investigator, describe the nature of the collaboration and the process for which data will be shared.
6 Target Accrual and Study Duration
Provide the target number of subjects to be enrolled within this study. RPCI recommends the accrual process to take up to 3 years. In multicentre trials, provide a statement to describe the expected number of subjects to be enrolled and from where (Roswell Park Cancer Institute, community) or number of samples that will be obtained.
Indicate the duration of time anticipated to complete the study (months/years), and the planned number of study subjects. The expected duration of subject participation, and a description of the sequence and duration of all trial periods, including follow-up, if any.
Include a description as to whether some or all of the subjects are likely to be vulnerable to coercion or undue influence (remember that students, staff members, etc., are also considered vulnerable). Please add additional safeguards to the protocol to protect vulnerable subjects’ rights and welfare.
Also state clearly the duration (months/years) of the study. If an umbrella accrual and duration, justify why (e.g., banking study).
A maximum of X subjects at X sites, including Roswell Park Cancer Institute or Roswell Park Cancer Institute will be enrolled. The number of subjects required is a function of the unknown dose-toxicity relationship. Accrual is expected to take up to 3 years.
7 Subject Selection

Provide the criteria for inclusion and exclusion of subjects and/or the eligibility of subjects from whom data/samples will be obtained, as applicable.
Include a description of subject recruitment / provide copies of recruitment materials.

7.1 Inclusion Criteria

Please provide the appropriate criteria that pertains to this subject population and/or revise the below accordingly.
To be included in this study, subjects must meet the following criteria:
1. Subject or legal representative must understand the investigational nature of this study and sign an Independent Ethics Committee/Institutional Review Board approved written informed consent form prior to receiving any study related procedure.
7.2 Exclusion Criteria

Please provide the appropriate exclusion criteria that pertains to this subject population and/or modify the below accordingly.
Subjects will be excluded from this study for the following:
1. Uncontrolled intercurrent illness including, but not limited to, ongoing or active infection, symptomatic congestive heart failure, unstable angina pectoris, cardiac arrhythmia, or psychiatric illness/social situations that would limit compliance with study requirements.
2. Pregnant or nursing female subjects.
3. Unwilling or unable to follow protocol requirements.
4. Any condition which in the Investigator’s opinion deems the subject an unsuitable candidate to receive study drug.
5. Received an investigational agent within 30 days prior to enrollment.
7.3 Inclusion of Women and Minorities

Address the inclusion of women and members of minority groups and their subpopulations in developing a research design appropriate to the objectives of the study.
Both men and women and members of all races and ethnic groups are eligible for this study.
8 Statistical Analysis Methodology
· The purpose of the statistical section is to ensure that the proposed study is methodologically sound. The study must be able to answer the questions it poses efficiently and cost-effectively. An investigator must consult with a RPCI biostatistician prior to submitting a protocol.
· A pilot study must include a statistical considerations section and be justified by one or more of the following four criteria.
· Gather information that may be required to plan a more definitive study.
· Decide if a more definitive study can be done.
· Evaluate or provide training on equipment/procedures to be used in a more definitive study.
· Generate hypotheses to be tested in a more definitive study.
· If statistics are not needed (banking protocol, qualitative or grounded theory study) statistician sign-off is still required.
9 Informed Consent
Refer to IRB Form: “Request for Waiver of Documentation or Elements of Informed Consent”.
[NOTE TO INVESTIGATORS: HHS regulations at 45 CFR 46.116 state that no investigator may involve a human being as a subject unless the investigator has obtained the legally effective informed consent of the subject or the subject’s legally authorized representative. However, under conditions specified in the regulations at 45 CFR 46.116(c) or (d) an IRB may approve a consent procedure that does not include, or that alters some or all of the elements of informed consent set forth in 45 CFR 46.116. In some cases, an IRB also can waive the requirement to obtain consent (45 CFR 46.116(c) and (d)). In addition, under conditions specified in the regulations at 45 CFR 46.117, an IRB may also waive the requirement for documentation of informed consent. (Note that the regulations at 45 CFR 46.408(c) also permit an IRB to waive parental permission.)
For example, a researcher conducting a survey mails a survey questionnaire to a random sample of adults. The survey materials clearly state that by responding to the questions and mailing the survey back, the recipients have agreed to participate in the research. However, the materials accompanying the questionnaire do not include all of the elements of consent listed at 45 CFR 46.116(a) and do not require that the subject sign a consent form. If the IRB has approved this alteration of the consent process and has waived the need for documentation of consent, then such procedures are permissible under the regulations. By sending back a completed survey the recipient has implied that he or she consents to participate but has not signed an informed consent document. Although some might call this “implied informed consent,” OHRP would consider this to be a permissible informed consent process if the IRB has approved the informed consent alteration and waived the requirement for documentation of informed consent.].
· State whether informed consent will be obtained from subjects. [If informed consent will be obtained, provide a copy of the consent document.]
· If the research involves collaboration with an outside institution/investigator, describe the process for obtaining informed consent of subjects at the outside institution and the manner in which accruals will be documented.
· WAIVER OR ALTERATION OF INFORMED CONSENT: The IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent or waive the requirement to obtain informed consent. If the investigator is planning to request a waiver, or to alter some or all of the elements, of informed consent, describe in detail the study criteria that justify the waiver or alteration by addressing the following conditions:
· Whether the research involves more than minimal risk to the subjects.
· Whether the waiver or alteration of consent will adversely affect the rights or welfare of the subjects.
· Whether the research could practicably be carried out without the waiver or alteration.
· Whenever appropriate, whether subjects will be provided with additional pertinent information after participation.
· WAIVER OF DOCUMENTATION OF INFORMED CONSENT: A waiver of documentation of informed consent may be granted by the IRB if one of the following conditions is met:
· The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting in breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern. This type of research cannot be FDA-regulated.
· The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside the research context.
If the investigator is planning to request a waiver of documentation of informed consent, provide a written description (e.g., script) of the information that will be provided verbally to the subjects, or submit a copy of the written statement that will be given to subjects regarding the research.
10 Subject Confidentiality and Data Security
Refer to IRB “HIPAA Compliance Form”.
[NOTE TO INVESTIGATORS: HIPAA Authorization (separate or within a consent form) must be obtained from every subject where you will be using or disclosing PHI (protected health information – the 18 protected items see Policy #206.2). If you want the IRB to grant a WAIVER of HIPAA Authorization (usually where Informed Consent is waived, HIPAA Authorization can be waived), complete the HIPAA Compliance Form and include the information indicated below in the protocol. If you are obtaining informed consent – you will be required to also obtain the HIPAA authorization – which is usually included in the consent document.].
· Describe the minimum personally identifiable data (of the 18 PHI elements) that are needed for the research objective in terms of both accessing and recording and state whether the research can be practically conducted without the PHI.
· Indicate if there will be:
· Only de-identified data accessed and recorded.
· A limited data set (a limited data set means the only identifiers in the data set are elements of dates (e.g., date of birth, date of diagnosis) or broad geographic data (i.e., town, state, zip code).
· Coded data (Coded data means a unique code is assigned to each subject on the data collection sheet, and that code corresponds to identifiers (e.g., medical record number) that are maintained in a separate document).
· Data with identifiers in the data collection file.
This information will assist in indicating whether or not there needs to be HIPAA authorization or waiver or honest broker for the research study.
· If there will be coded data:
· Describe how the unique code will be derived and assigned for each subject, and describe how the link will be managed including which identifiers will be documented.
· Describe the plan to destroy the link (the document containing the identifiers) as early as possible within the research process, or provide the reason retention of the link and identifiers is justified.
· If there will be data with identifiers in the data collection file:
· Describe the plan to remove identifiers from the data collection file as early as possible within the research process, or provide the reason retention of the identifiers is justified.
· State which data elements will be collected (attach a copy of the data collection sheet).
· Describe how research data will be protected and maintained in terms of the following:
· The source(s) of data to be accessed and collected. If data will be transferred from existing data bases, describe the process for data transfer.
· Where data files (and data link files, if applicable) will be stored - provide the storage locations of electronic data (e.g., shared servers, desk/laptop computers) and paper files (e.g., office file cabinets).
· How data files (and data link files, if applicable) will be secured to protect identifiers from improper use and disclosure (e.g., encrypted / password-protected files).
· Who will have access to the data files (and data link files, if applicable) and why.
· If data will be accessed by multiple research personnel – how will that access be done? If data will need to be downloaded on a thumb drive or other portable media in order to share, transfer, or use data – the thumb drive, portable media and/or laptop must be encrypted (Contact IT for questions on encryption).
· State that any paper files containing identifiers (if applicable to the research) will not be taken off RPCI premises.
· State whether subject identity will be disclosed in the event of publication or sharing of data.
· State whether PHI will be re-used or disclosed for purposes other than research use.
· List any outside entities (i.e., sponsor, regulatory agency, data management, etc.) to whom PHI will be disclosed.
11 References
List all appropriate references.
12 Appendices
Include all appropriate appendices.
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