Baystate Medical Center Institutional Review Board (IRB)

Basic Application, Part 2


“IRB Basic Application Part 1” must be completed for all applications to the IRB.  “IRB Basic Application Part 2” must be completed unless this is a report of an Emergency Use or a Preparatory to Research Request (for Development of a Protocol only).  If this is an application for a multi-center trail, please utilize the appropriate sections of this form to describe how the protocol will be conducted locally.  Policies, guidance, and forms which may be of assistance in developing your submission are located at MACROBUTTON "LockedHyperlinks"http://academics.bhs.org/research/irbnet/.
I.  ABSTRACT
The abstract is a succinct and accurate description of your proposed work, and should be able to stand alone from the application as an accurate synopsis of your project.  Using lay language identify the scientific rationale for the research, the objectives and specific aims, and the methodology for achieving these objectives including any procedures to be performed.

     
II.  RESOURCES

Adequacy of Resources to Protect Subjects:

1. Investigator (including sub-investigators) has sufficient time to conduct and complete the research.  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
2. Adequate qualified (including experience, training and familiarity with the protocol) staff are available for this research.   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
3. Describe need for and availability of medical, psychological, social services, or other ancillary services or care that may be required as a consequence of research participation or for the protection of human subjects. 

     
4. Explain how the Investigator has access to a population that would allow recruitment of the required number of subjects.

     
III.  SUBJECT POPULATION
1. How many subjects (or specimens, or charts) will be enrolled in this study?

Locally:      


Study Wide:      
Note: For studies without a waiver of consent, subjects are considered “enrolled” for the purposes of the IRB once the consent document is signed.  Please select a target enrollment number high enough to account for screen failures, withdrawals, etc.  Once approved this number can only be modified via a Modification Request (Amendment).

2. Provide the age range for proposed subject population (i.e. 0-5 years):      
3. Equitable Subject Selection. Selection of subjects must be fair and equitable. That is, the selection process must avoid exploiting potential subjects (taking advantage of their circumstances) and minimize coercion. Explain how the subject selection process in this research is fair and equitable, taking into account eligibility criteria, vulnerability and recruitment process:

     
4. Will any groups or categories of subjects be excluded from this research; i.e. women, children, or minorities? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, specify the groups or categories here and provide the rationale for their exclusion:

     
5. Please indicate the rationale for the chosen sample size(s) (sample size calculations).  If this is a pilot study, this does not necessarily require a formal sample size calculation, but should provide a rationale for the proposed sample size.  If this study involves multiple subject groups, specify the number of subjects per group.

     
IV.  CONFIDENTIALITY

Confidentiality - methods used to ensure that information obtained by researchers about their subjects is not improperly divulged.
1. Provide a general description of the data to be collected (protocol must include detailed description):

     
2. Describe the source(s) of the data:

     
3. Will research data include elements which will allow the subjects to be identified?

     
4. Describe the specific safeguards to protect the confidentiality of the data, e.g., coding or removal of identifiers as soon as possible, limitation of access to data, use of locked file cabinets, information about password protection (length & complexity), encryption, protection of computer-based data systems.

     
5. Will data that identifies individual subjects be published or in any way be disclosed to third parties other than project personnel?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, explain here and disclose clearly within the consent form:

     
6. If identifiable data is to be transferred outside of Baystate Health, disclose to whom, the mechanism of transfer and associated safeguards, and the data security protections of the recipient.

     
7. If any of the data collected in the course of the study could be considered of a sensitive nature (e.g., Mental health, Alcohol/Drug Abuse, HIV, AIDS, Sexually Transmitted Diseases, Genetic testing results, Social Security Numbers, etc.) describe the data and provide a rationale for why it is needed.  Describe any special measures to be taken such as a Certificate of Confidentiality.  
     
Note: Please refer to the following Baystate policies for more information on information security requirements: BC # 6.800, 6.810, 6.820, 6.830, 6.840, 6.850, 6.860, 6.870, 6.920, 6.930, 6.940.
For information on Certificates of Confidentiality visit http://grants2.nih.gov/grants/policy/coc/.
V.  PRIVACY
Privacy - having control over the extent, timing, and circumstances of sharing oneself (physically, behaviorally, or intellectually) with others.

Describe the provisions to protect the privacy interests of subjects.  This refers to how investigators will contact subjects and/or access private information from or about subjects during and after their involvement in the research (e.g., time, place, etc. of research procedures) and the subjects’ expectations of privacy in the situation.

     
VI. RISKS  

1. If you have categorized this study as minimal risk, please provide justification then skip to Section VIII.  (Per regulation, minimal risk means “The probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.”

     
2. If the classification is greater than minimal risk, list the possibilities for risk or harm to the subjects as a result of their participation in the research, including discomforts and non-physical risks.  Whenever possible, assess for each the (1) probability of occurrence, (2) the seriousness, and (3) the duration of the risk.

     
3. Describe the precautions to be taken to minimize risks.

     
4. Describe other alternative and accepted procedures, if any, which were considered that might involve less risk and why they will not be used.

     
VII.  DATA AND SAFETY MANAGEMENT PLAN  

For all research involving greater than minimal risk, describe the data and safety management plan (DSMP).  The DSMP should address:

· A description of the plan to monitor research progress and subject reactions, including who will do the monitoring and how and with what frequency the monitoring will occur.

· Identification of a Data Safety Monitor or Data Safety Monitoring Board, where applicable.

· A description of the “stopping rules”: the safety findings that would cause the study to be suspended or terminated.

     
VIII.  BENEFITS
1. Describe the potential benefits to science and/or society which may accrue as a result of this research.

     
2. Are there any benefits which may accrue to the individual subjects in this research? (Compensation is not considered a benefit).

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, please explain: 

     
3. If the risk in this study is greater than minimal, explain how the risks are reasonable in relation to the benefits.

     
 SHAPE 
The following questions only apply to studies that involve direct interaction with subjects.

IX.  RECRUITMENT
1. Describe in detail how the research population will be identified and your methods for contacting potential subjects?

     
2. Will medical records or databases containing Protected Health Information (PHI) be utilized to identify and/or screen potential subjects?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, “Supplement B: Preparatory to Research” form must be included with this submission.

3. Attach copies of any proposed flyers, posters, pamphlets, print advertisements, scripts for on-air advertisements or phone calls, web listings, etc.  All recruitment material must be approved by the IRB prior to use.

X.  COSTS:

Describe the costs / potential costs subjects may incur as a result of their participation (include travel, parking, medication, etc.  How will the cost of research visits / procedures be covered? Will the subject (or the subject’s insurance) be responsible for any research related costs? If yes, state specifically which items the subject (or the subject’s insurance) will be responsible for and the approximate cost of each.  Potential costs to the research subject must be clearly disclosed in the consent document.

     
XI.  COMPENSATION
1. Will subjects receive compensation for or be reimbursed for their participation in the research? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, please note the amount and method of payments and the distribution plan (one payment, pro-rated payment, paid upon completion, etc.) for the payment. Describe any reimbursement that will be provided to subjects, (i.e. travel, parking, public transportation, etc.). Explain how and when these reimbursements for expenses will be paid. Specify your plan in the event a subject withdraws early from the study.

     
2. Substantiate that:

· Proposed payments are reasonable and commensurate with the expected contributions of the participant.

· They do not constitute (or appear to constitute) undue pressure or influence on the potential research participants to volunteer for, or to continue to participate in, the research study, and

· That the payments do not constitute (or appear to constitute) coercion to participate in, or continue to participate in, the research study.

     
Compensation and reimbursements must be clearly detailed in the consent form including any associated terms or conditions.

XII.  CONSENT:

Unless waived by the IRB, informed consent is necessary for all research involving human subjects and must be documented through the use of a consent document.  

Note: Use of subjects unable to give personal consent for reasons of age, mental state, legal or other such status, requires that parental permission or consent from a legally authorized representative (surrogate consent) be obtained.  In this case, complete the following for parental permission or surrogate consent and complete Supplement H for research involving children or Supplement K for research involving subjects with impaired decision making capacity.  Information regarding assent of subjects will be requested in those sections.

1. Which of the following is requested for this research? (if your research involves more than one subject group, check all that apply):

 FORMCHECKBOX 
 Informed consent will be obtained from subjects and documented with a signed, written consent form.  

 FORMCHECKBOX 
 Informed consent will be obtained from subjects, but no signed consent form will be used.  This includes oral consent and implied consent (e.g., completing a survey).  If so, complete Supplement L to request a waiver of documentation of consent.

 FORMCHECKBOX 
 Informed consent will not be obtained from all subjects or the consent will not include all of the regulatory elements of consent.  If so, complete Supplement L to request a waiver or alteration of consent.

2. If not requesting a waiver of consent, answer the following questions regarding documentation of consent:

a. If non-English speaking subjects will be included, describe which other languages subjects are likely to speak and read and how translation of consent forms and study information will be provided.  With limited exceptions, the IRB requires and facilitates Spanish translations.  
     
b. If subjects cannot read the consent form, due to literacy or language problems, how will consent be documented? 

     
3. Consent Process:  

a. Describe how the required information is being presented to subjects (consent form - required for all research of FDA regulated products and most other research), orally, information sheet, etc.).  Attach a copy of what is being presented to subjects.  

     
b. Describe the circumstances under which consent will be obtained, including where the process will take place

     
c. Who will obtain consent?  Describe their experience in obtaining consent from subjects.

     
d. How will it be determined that the subjects or the subjects’ authorized representatives understand the information presented?  

     
e. If English is not the subjects’ native language, describe the process to be used to ensure that the potential subject understands the research and has the opportunity to ask and receive answers to any questions both at the time of initial consent and throughout their participation. 

     
f. Is it likely that some or all of the subjects will have impaired decision making capacity? 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No       If yes, complete Supplement K.

g. Provide a rationale for the use of special groups or subjects whose ability to give voluntary informed consent may be in question (e.g., cognitively impaired).
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