GUIDELINES FOR PREPARING THE ABSRACT SUMMARY

Below are the instructions on what you need to do to complete the abstract. Words written in blue are additional instructions on how to complete this form.  Please read all instructions as some sections have been filled in already for you. Write your sections in bold so it is easy to see when a question begins and an answer ends. Remove ALL BLUE words once you have completed your abstract. If you have any questions or need any assistance in completing this form, please contact Michelle Campbell at mcamp008@umaryland.edu or 410-706-1418.

An abstract summarizing each of the following items must be included with each application before it will be processed for Board review.  The Abstract Summary must be single spaced and limited to no more than three pages.  If an item is not applicable, please note accordingly.

AN ABSTRACT SUMMARY MUST ALSO BE PREPARED FOR RESEARCH SUBMITTED AS EXEMPT
1.
Briefly summarize the purpose of this study including the methods and procedures to be used.

In this section you need to be very specific on what you are going to do and how you are going to do. Please start your statement with the following…
The purpose of this study is to conduct a community-level evaluation of the MSPF initiative that aims to
2.
Describe the source for the study population and what is required of the subjects.  (when the population consists of special groups such as prisoners, children and the mentally disabled or other groups whose ability to give voluntary informed consent may be in question, it is necessary to provide the rationale for using this particular population.)

Keep the following statement in to answer the first part of question 2.
The study population will include individuals 12 or older. Ultimately, strategies implemented will affect youth 12 to 20 year old and young adults 21 to 25 year old. Although the MSPF target population age range is 12 to 25 year old, some environmental strategies, due to their nature, will target older adults.

Please explain what will be required of your participants if you are engaging in primary data collection.
3.
State if the activity requires the use of records (hospital, medical, birth, death or other), organs, tissues, body fluids, a fetus or an abortus.

If identifying information is to be collected from records, indicate the type of data to be retained, the purpose for which the data will be used, how long it will be retained in identifiable form, and how the disposition of the data will be handled.

Keep the following statement in to answer question 3.

No records, organs, tissues, body fluids or fetuses will be used in this study. No identifying information will be collected from this evaluation. For primary data collection, no identifiable information will be asked or collected. For secondary data use, all data requested will be de-identified and be in its aggregate form.    
4.
Describe and assess any potential risks - physical, psychological, social, legal or other and assess the likelihood and seriousness of such risks.

a.
Describe procedures for protecting against or minimizing potential risks and assess their likely effectiveness.

b.
If methods of research create potential risks, describe other methods, if any, that were considered and why they will not be used.

Please use the following statements. Take out any primary data collection method you are not planning on using during your evaluation (i.e. this should match what you wrote in question 1 for your procedures). The first paragraph in bold MUST be kept in the abstract. 

We do not anticipate any physical, psychological, social, legal or other risk as a result of the implementation of the MSPF community-based programs. These programs have already been tested in similar populations and have become standard practice in many communities.  In terms of evaluation activities we do not anticipate any major risks since no individual identifier will be used and most data collected will involve the collection of publicly available data from already existing data, documents or records. In the event that primary data will be collected the following risks might occur: 


Focus groups

Risk 1: There is a potential for breach of confidentiality. This risk is unlikely and, should this occur, would be minimally serious due to the type of information we will be collecting. To minimize this risk:

a. Participants will be asked to keep confidential the information shared during the group discussion ("what is said in the room stays in the room")

b. Any transcripts from the focus group interviews will not include participants' name. The transcripts will be saved into a password-protected file that will be accessible only to the evaluation team. Any hard copies of the transcripts will be kept in a locked file cabinet and will be accessible only to the evaluation team and select members of the MSPF coalition.

c. If the interviews are tape recorded, the audiotapes will be kept in a locked cabinet accessible only to the evaluation team. The audio tapes will be destroyed 1 year after the end of the study period

d. Any transcripts or notes taken during the focus groups will be destroyed 2 years after the end of the study period.

e. None of the data collected will include the participants' name.  

Risk 2: There is a potential for psychological discomfort.  For example subjects might be uncomfortable discussing some topics and might be unwilling to give their opinion. To minimize this risk:

a. Participants will be told that it is fine to not answer questions when they do not feel comfortable answering them.

b. Participants will be told that they can stop participating at any time.

Surveys

Risk 1: There is a potential for breach of confidentiality. This risk is unlikely and, should this occur, would be minimally serious due to the type of information we will be collecting. To minimize this risk:

a. The surveys that participants complete will not include identifiers. 

b. Collected surveys will be maintained in a locked file cabinet. 

c. Completed surveys will be accessible only to members of the evaluation team and select members of the MSPF coalition. 

d. Surveys will be destroyed 2 years after the end of the study period.
Risk 2: There is a potential for psychological discomfort.  For example subjects might be uncomfortable answering some questions. To minimize this risk:

c. Participants will be told that it is fine to not answer questions when they do not feel comfortable answering them.

d. Participants will be told that they can stop the survey at any time.


Key Informant Interviews

Risk 1: There is a potential for breach of confidentiality. This risk is unlikely and, should this occur, would be minimally serious due to the type of information we will be collecting. To minimize this risk:

a. Notes from the key informant interview will not include participants' name although it will include their public function role. Notes will be kept in a locked file cabinet and will be accessible only to the evaluation team and select members of the MSPF coalition. 

b. If the interviews are tape recorded, the audiotapes will be kept in a locked cabinet accessible only to the evaluation team. The audio tapes will be destroyed 1 year after the end of the study period

c. Notes taken during the interviews will be destroyed 2 years after the end of the study period.

d. None of the data collected will include the participants' name.  

Risk 2: There is a potential for psychological discomfort.  For example subjects might be uncomfortable discussing some topics and might be unwilling to give their opinion. To minimize this risk:

a. Participants will be told that it is fine to not answer questions when they do not feel comfortable answering them.

b. Participants will be told that they can stop the interview at any time.

5.
Assess the potential benefits to be gained by the individual subjects as well as the benefits which may accrue to society in general as a result of the planned work.  Indicate how the benefits outweigh the risks.

Keep this statement in for question 5.

Upon implementation of evidence-based strategies in the MSPF communities we expect that there will be a reduction of underage drinking and binge drinking. These potential benefits will affect individuals as well as the society in general. Given the nature of the strategies that will be implemented we believe that the benefits will largely outweigh any potential risks to the target population and the society in general. 
6.
Describe consent procedures to be followed, including how and where informed consent will be obtained.  When there are potential risks to the subject, or the privacy of the individual is involved, the investigator is required to obtain a signed informed consent statement from the subject.  For subjects who are not able to give informed consent, signed informed consent must be obtained from the parent or authorized legal guardian of the subject.  These subjects should be provided with information clearly stating what is to be expected in order that they may assent to participation.  Furnish an actual copy of the disclosure statement and/or the informed consent statement.
Keep the following statements in for question 6. 
a.
If signed informed consent will not be obtained, explain why this requirement should be waived and provide an alternative procedure.

Informed consent will occur through the use of a disclosure statement for participation in the collection of primary data, as we are requesting a waiver for documented informed consent. We are asking for this waiver as all data collected will be anonymous, contain no personal identifiers of the participant, and there is minimal risk to the participant.  By participating in the data collection, the person will be giving their consent for their data to be used. The disclosure statement will be given to the participant prior to the administration of any primary data collection method. The local MSPF community will customize the disclosure statement to be inclusive of where the data collection will occur both by location and type of data collection. For those participants who are under the age of 18, parents will be given an option of opting their child out of participating in the study. List specifically how this will be done.
b.
If information is to be withheld from a subject, justify this course of action. Non applicable
7.
Describe the method for safeguarding confidentiality and/or measures for protecting anonymity.  (Inform the Board where the data will be kept and plans for disposition at the completion of the study.)

The follow MUST be kept in to answer question 7. If you wish to add to this statement you may do so.
MSPF local evaluators will train MSPF coalitions and any other person involved with the evaluation on how to protect confidentiality and anonymity of data. For example, the names of participants will not be recorded on data collection instruments to protect anonymity.  Hard copies of collected data will be stored in a locked cabinet accessible only by the evaluation team and select members of the MSPF coalition.  Electronic data and data bases will be stored in a password-protected file.  Only aggregate findings will be disseminated.   

8.
If the study will involve an interview, describe where and in what context the interview will take place.  (The approximate length of time required for the interview should be stated in the consent form.)

If you are planning on collecting data through the use of an interview please describe what, where and how this will happen.  See the example abstract on assistance on what needs to be included to answer this question.
9.
If the final survey instrument is not submitted with the IRB Form I (Attachment 3), the following information should be included in the abstract summary:

Answer this question accordingly. If you have a completed survey instrument ready for submission please answer question with the statement: That the survey is attached. Please name the survey name when you tell IRB it is attached.
a.
A description of the areas to be covered in the questionnaire or interview which could be considered either sensitive or which would constitute an invasion of privacy;

b.
Examples of the type of specific questions to be asked in the sensitive areas; and

c.
Indicate when the questionnaire will be presented to the Board for review.

