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	APPLICATION Cover
Evaluation Studies
Form 4.12C
ver. 4/10/09


This form is no substitute  for a “protocol”

SEE ATTACHMENTS

	A.  Review Process Requested
	 FORMCHECKBOX 
 Full Board or  

 FORMCHECKBOX 
 Expedited review category #       (see attachment)

 FORMCHECKBOX 
 Exemption from IRB review category #       (see attachment)


	B.  Identification

	1.
IRC’s Client

	IRC’s client is: 

     
 FORMCHECKBOX 
  Evaluation company/consultant  

 FORMCHECKBOX 
  Agency

 FORMCHECKBOX 
  Business   FORMCHECKBOX 
 Non-profit

 FORMCHECKBOX 
       
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	An indemnification form covering this study is on file at the IRC business office

	
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	There is and will be insurance to back it, 

	
	Who is responsible for the IRC invoices?
	     


	2.  
Program Evaluator

	Name
	     
	What is your relationship to the grant?
 FORMCHECKBOX 
  Primary grantee

 FORMCHECKBOX 
  Contractor or Sub-contractor

 FORMCHECKBOX 
  Other      


	Company
	     
	

	Phone/Fax
	     
	

	e-mail
	     
	

	Address
	     
	

	ATTACH
	 FORMCHECKBOX 
 curriculum vitae and 

 FORMCHECKBOX 
 evidence of human subject protection training
	


	3.
Funding Agency  This is often the agency requiring program evaluation.)  If a grant is involved you must submit the entire grant proposal less budget and CVs.

	Agency name
	     

	Project officer
	     

	Phone
	     

	e-mail
	     


	4.  
Who else is involved?  What entities are involved in this study?  If may be helpful to attach a directory of key groups or people.

	     

	5.  
Is IRB review required?  (If you are unsure, use form 4.06 or 4.07.) 

	Is what you are proposing to do considered to be “research”?

   If no, complete form 4.06 and describe why IRB review is necessary.)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	If yes, does the research involve humans as the “subjects”?

    If no, complete form 4.06 and describe why IRB review is necessary.)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	If yes, the activity is “human subjects research”.  Does the activity (all facets) meet the criteria for exemption from the need for IRB review?  (form 4.07)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	If it is not Human Subjects Research or if it is exempt, stop here.

If No, continue completing this form
	


Evaluation studies often mingle the underlying program and the evaluation of that program.  Be very clear about whether the IRB is being asked to review one or both.  We have two columns to attempt to segregate the baseline from the study.  

	C.  IDENTIFICATION

            The Study (Evaluation)                 and                 The Program (being evaluated)

	1
	What is the name of the study?
	What is the name of the program?

	
	     
	     

	2.
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  The IRB is being asked to evaluate only evaluation of the program
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  The IRB is being asked to evaluate both the program and the evaluation of that program.

	3
	What is the start date?  

What signifies the end?
	When did/will the program start?

Will the program end?

	
	Start:

End:
	     
     
	Start:  
End: 
	     
     

	4
	What is the purpose of the evaluation?  What aspects will be described in the outcomes?
	For what purpose did the program receive funding?  Why is it being done?  What - if anything - is novel or unusual about it?

	
	     
	     

	5
	What are the eligibility criteria for evaluation?  
	What are the eligibility criteria for the program?

	
	     
	     

	6
	What are the target numbers to start?  How many are expected to complete?
	How many people are/will be in the program? (classroom? club? team?)

	
	     
	     

	7
	Describe the recruitment methods and materials.
	How do people enroll into this program?  

	
	     
	     

	8
	Describe factors that might make participants vulnerable.  Include any special populations (incarcerated or likely to become incarcerated, children, pregnant women) or describe other conditions (Illiteracy, Immigration status, Youth, Involvement in the justice system, Economics, Sick or Impaired people).  Does selecting a sub-population for evaluation make anyone more vulnerable?

	
	     
	     

	9
	Include the following information in your application. For additional information see the last attachment

	
	 FORMCHECKBOX 
  the evaluation study protocol

 FORMCHECKBOX 
  study consent and/or assent forms for evaluation

 FORMCHECKBOX 
  questionnaires, surveys to be done or modified for the evaluation

 FORMCHECKBOX 
  recruitment materials

 FORMCHECKBOX 
  interview or focus group outline
	 FORMCHECKBOX 
 a copy of the grant.

 FORMCHECKBOX 
 time line from the grant  with explanation of what milestones have been reached

 FORMCHECKBOX 
 program enrollment forms

	10
	If any of these populations are involved, please 

attach one of our specialty forms.  
	Does the program serve a particular population that is considered vulnerable?

	
	 FORMCHECKBOX 
  4.16A   Employees, 

 FORMCHECKBOX 
  4.16B   Pregnant Women, 

 FORMCHECKBOX 
  4.16C   Prisoners,  

 FORMCHECKBOX 
  4.16D   Children
	     


	D.   DESCRIPTION

      The Study (Evaluation)                 and
	The Program (being evaluated)

	The IRB must evaluate what will happen to research subjects for research purposes.  The IRB should not be asked to review the underlying program.  (See The Belmont Report, Part 1) 


D.1.  PROCEDURES
	1
	What are the primary procedures that will happen to those who enter?
	How many people are/will be in the program? (classroom? club? team?)

	
	     
	     


D.2.  Confidentiality and other risks of harm

	1
	What information or data is being generated directly through intervention or interaction with the person?
	What is generated for programmatic purposes  and shared with evaluators?  (standardized test results?  Classroom work?)

	
	     
	     

	2
	How is data identified?  Is there a code? Who maintains it?  Where?
	What identifiers are attached to information transferring from program to evaluators?

	
	       Page number where this is addressed in your proposal.

 FORMCHECKBOX 
 
Totally anonymous data 

 FORMCHECKBOX 
 
Data linked by program staff. Written agreement that it is not available to study personnel  

 FORMCHECKBOX 
 
Link is available to study personnel

 FORMCHECKBOX 
 
Identifiable data 

     
	 FORMCHECKBOX 
 
Totally anonymous data 

 FORMCHECKBOX 
 
Data linked by program staff. Written agreement that it is not available to study personnel  

 FORMCHECKBOX 
 
Link available to study personnel

 FORMCHECKBOX 
 
Identifiable data 

     

	3
	Does the study/evaluation include any physical risks to the subjects?   
	Does the program include any physical risks to the participants or evaluators

	
	     
	     

	4
	Does the study/evaluation include any mental, social, legal, economic or other risks to the subjects?
	Does the program include any mental, social, legal, economic or other risks to the participants?

	
	     
	     

	5
	Does the evaluation pose possible harms to others such as family, friends, staff?
	Does the program pose possible harms to others such as family, friends, staff?

	
	     
	     

	6
	For any of the above possible harms, how will the risk be minimized?   
	For any of the above possible harms, how will the risk be minimized?

	
	     
	     

	7
	Where will the raw data be kept?  Who will be granted access?  Will any of it be destroyed?

	Where will the program records be kept?

	
	     
	     


D3.  Benefits

	7
	Describe any benefits to the subjects.
	Describe benefits of the program.

	
	     
	     

	8
	Describe any benefits to society or to the class of participants.
	Describe any benefits to society or to the class of participants.

	
	     
	     


D.4. Alternatives

	1
	Can a person refuse any or all aspects of the evaluation?
	Can a person in the program continue if they refuse to be in the study?

	
	     
	     

	2
	What are the alternatives for a person who is not in the evaluation?
	What are the alternatives for a person who is not in the program?
evaluators

	
	     
	     


	E.  INFORMED CONSENT

        The Study (Evaluation)                 and
	The Program (being evaluated)

	1
	What rules or regulations apply to the activities in the evaluation?
	What rules or regulations apply to consent to be in the baseline program?

	
	 FORMCHECKBOX 
 HIPAA 
 FORMCHECKBOX 
 State
 FORMCHECKBOX 
 School districts

 FORMCHECKBOX 
 FERPA 
 FORMCHECKBOX 
 PPRA  
 

Other:       
	 FORMCHECKBOX 
 HIPAA 
 FORMCHECKBOX 
 State
 FORMCHECKBOX 
 School districts

 FORMCHECKBOX 
 FERPA 
 FORMCHECKBOX 
 PPRA  
 

Other:       

	2
	Who is being asked to give their consent?
	Who is being asked to give their consent?

	
	 FORMCHECKBOX 
  The subject being evaluated?

 FORMCHECKBOX 
  Parent or guardian  

 FORMCHECKBOX 
  Advocate for a ward 

 FORMCHECKBOX 
  Other surrogate      
	 FORMCHECKBOX 
 The “client” of the program 

 FORMCHECKBOX 
  Parent or guardian  

 FORMCHECKBOX 
  Advocate for a ward 

 FORMCHECKBOX 
  Other surrogate      

	2
	Who is charged with obtaining subject (and parent) agreement?
	Who is charged with gaining consent?

	
	     
	     

	3
	CONSENT PROCESS:  What process leads from identification of a subject to gaining their agreement?
	CONSENT PROCESS:  What process leads from learning about the program to agreeing to join it?

	
	 FORMCHECKBOX 
  No consent at all (include form 4-25B)  OR

When:

     
Who:

     
What: 

     
	 FORMCHECKBOX 
  No consent  OR

When:

     
Who:

     
What: 

     

	4
	CONSENT DOCUMENTATION:  What documents are maintained to show that the person agreed to the evaluation?
	CONSENT DOCUMENTATION:  What documents are maintained to show that the person agreed to be in the program?

	
	 FORMCHECKBOX 
  A separate consent form for evaluation procedures   

 FORMCHECKBOX 
  Information sheet

 FORMCHECKBOX 
  No written documentation (include form 4-25A)

Other:      
	 FORMCHECKBOX 
  Program “release form” or 

           

	5
	Where are the signed documents kept?
	Where are the signed documents kept?

	
	     
	     


	F.  Study Sites

	Type of sites

Number of study sites
	 FORMCHECKBOX 
 Schools  
 FORMCHECKBOX 
 School districts  
 FORMCHECKBOX 
 Community centers (Boys & Girls, JCC, the Y)

 FORMCHECKBOX 
 Museum 
 FORMCHECKBOX 

Homes

 FORMCHECKBOX 
 Government/Civic program

 FORMCHECKBOX 
 Other:      

	For EACH site include:
	 FORMCHECKBOX 
  Letter of authorization and support from person authorized to sign for entity


 FORMCHECKBOX 
  on letterhead and with the person’s title


 FORMCHECKBOX 
  Including recognition of FERPA, HIPAA or other privacy protections, if any and


 FORMCHECKBOX 
 site resources necessary to support the study

 FORMCHECKBOX 
  not yet available


	G.  IRB Relationship – Is there a local IRB you are required to use?  If yes, provide documentation showing that the local IRB will honor this approval.

	1


	Is there a local IRB you are required to use due to your employment?    If you are a consultant, does your parent institution require review for your outside work? (We may ask for documentation of this.)
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	2


	Is there a local IRB you are required to use due to the requirements of the site?  If a school district or community center is involved, do they have an IRB or research policies?  If yes, please attach or provide url.
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	3
	If either question is answered yes, provide documentation that the local IRB will honor and accept IRC’s approval
	 FORMCHECKBOX 
Done


	H.  Principal Investigator (Evaluator) Signatures and Assertions

	· I am responsible for the conduct of the study.

· I will follow the protocol as approved and will apply for modification if needed.

· I will report any “unanticipated problem” and any deviation or violation of protocol or the requirements of the IRB to the IRB if it results in harm to a subject or points to any potential for future harm.

· I will conduct this work with protection of the rights and welfare of the participants as a core value.



	Signature
	Printed name
	Date

	
	     
	     


REVIEW PROCESS

If, in the first question, you requested an exemption or expedited review, you claimed the procedures fit within a given category.  There are more categories available but these are the ones most applicable to evaluation studies 

	EXPEDITED REVIEW

 FORMCHECKBOX 
     The procedures in this submission involve less than minimal risk of harm to the subjects 

AND  it fits in one of the three categories below:

	 FORMCHECKBOX 

	5.
Research involving materials that were or are to be collected solely for non-research purposes.    (data, documents, records, or specimens)  NOTE:  Some research in this category may be exempt from the HHS regulations for the protection of human subjects 45 CFR 46.101(b)(4).  This listing refers only to research that is not exempt.)

	 FORMCHECKBOX 

	6.
Collection of data made for research purposes  from voice, video, digital, or image recordings 

	 FORMCHECKBOX 

	7.
Research on individual or group characteristics or behavior (including, but not limited to, research on  perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.  NOTE:  Some research in this category may be exempt from the HHS regulations for the protection of human subjects 45 CFR 46.101(b)(2) (3).


	EXEMPTIONS 45 CFR 46.101(b)

Unless otherwise required by department or agency heads, research activities in which the only involve-ment of human subjects will be in one or more of the following categories are exempt from this policy:

	 FORMCHECKBOX 
 
	1.
Research conducted in established or commonly accepted educational settings involving normal educational practices, such as 

*
research on regular and special education instructional strategies, or 

*
research on the effectiveness or the comparison among instructional techniques, curricula, or classroom management methods.

	 FORMCHECKBOX 

	2a.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement  GPRA, Safe Schools ), survey procedures, interview procedures or observation of public behavior, unless:
 FORMCHECKBOX 

Information obtained is recorded in such manner that human subjects can be identified, directly or through identifiers linked to the subjects; and
 FORMCHECKBOX 

any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.

Either  FORMCHECKBOX 
 Funded by U.S. Dept of Educ + no children or   FORMCHECKBOX 
  not funded by the U.S. Dept of Education

	 FORMCHECKBOX 

	2b.
Research involving observation of public behavior, unless:
 FORMCHECKBOX 

Information obtained is recorded in such manner that human subjects can be identified, directly or through identifiers linked to the subjects; and
 FORMCHECKBOX 

any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.


 FORMCHECKBOX 
  Children involved

	 FORMCHECKBOX 

	3.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures or  observation of public behavior that is not exempt under paragraph (b)(2) of this section if:

 FORMCHECKBOX 
  The human subjects are elected or appointed public officials or candidates for public office; or 

 FORMCHECKBOX 
  federal statutes(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

	 FORMCHECKBOX 

	4.
Research, involving the collection or study of existing data, existing documents, existing records…, 

 FORMCHECKBOX 
  if these sources are publicly available or 

 FORMCHECKBOX 
  if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

Note: coded records may be found to have no human subjects and, thus, not even need an exemption.

Note: Existing is defined as already collected and “on the shelf” when the application is submitted.


IRC has received remarkably good protocols that were short yet complete.  We have no required format since we receive protocols from a variety of sources each with their required template.  You may adapt this outline to your needs.   

YOUR LETTERHEAD on first page

Page numbers and version date or number in a footer on each page

LIST all acronyms, abbreviations or jargon used in proposal.

1.  THE STUDY

A.  
Study title.  May differ from grant title.

B.  
Research question.  Can this be stated in 25 words or less?

C.  
Give background for the research question.  Avoid jargon.

D.  
What is the current literature on this topic?  Is there controversy? 

E.  
Is there an experimental variable involved?  If yes, describe it. 

F.
Why are you conducting this study?  Contracted job?  Thesis requirement?  Grant? Program grant requirement?

G.
Funding information including grant title, number, program officer and contact information.

H.
If the funding agency has special requirements, (required use of GPRA?) mention them.  (FERPA?  HIPAA? DOD?) 

2.0   YOU (THE INVESTIGATOR) and your team  

A.  
Your name and contact information

B.  
A summary of your qualifications to conduct this study.  If you are new to this area of study, is there any person providing mentorship?  

D.  
Describe the team assembled for this study.

E. For each person who is listed as “key personnel” on any grant 

a. Attach the dated curriculum vitae.

b. Attach a training certificate copy showing completion, within the past 3 years, of a course about the protection of human subjects.  University courses and CITIProgram.org are most commonly presented.

3.0 SUBJECTS / EVALUATION PARTICIPANTS

A.  
Describe the subject population(s).  Think about teachers, leaders, students, docents or others from  whom study data is being collected.

B.  
Where and how will they be found? (snowball, program participants, clients, etc.)

C. If they are selected from among program participants, how is the distinction between program and study created in their minds and the minds of program staff.

D. Many such evaluations involve children.  If so, include IRC Form 4.16C

4.0  EVALUATION PROCEDURES

A.  
What is a subject being asked to do?  (Remember the populations described in 3.A)

B.  
How long will participation go on?  Is there a timeline or critical path? 


How much time will visits or questionnaires take?  When might they occur?  If a student is to be taken out of class, why and how?

C.  
Are questionnaires or interview schedules used and, if so, validated?  (If yes, list it and indicate the population with whom it was validated, If not, include it.)

D.
For each site, describe the relationship. Include documentation, signed by a person with sufficient authority to commit the site, showing that your use of the site to conduct research was approved with recognition of the records and resources being required.

5.0  CONSENT  (or ASSENT and PERMISSION) PROCESS

A.  
Who is being asked to give their agreement?  

B.  
How is this agreement being gained? How will they be recruited?  Describe the process from initial identification, through contact, information transfer, agreement and enrollment.

C.  
If parental agreement is required, how is it sought and delivered?

D.  
If children are involved, describe the age appropriate method of giving information and getting agreement.

E.
If a waiver from some or all of the consent process is requested, complete a waiver request

F. If there might be children without a parent or a legally appointed guardian, describe who might be authorized to grant permission and how.  These rules vary by state or district.

6.0  CONSENT DOCUMENTATION  (Documents must be attached.)

A.  
What form will the documentation take?  Provide justification for any method other than the traditional complete form. (examples: Passive with a letter and lack of dissent?  A letter with a postcard response required?  A short document with all required information?  A short document with only some of the required information? ) 

B.  
If a waiver from some or all of the information on the consent form is requested, complete a waiver request.

7.0  RISKS FROM THE EVALUATION STUDY:   

Wherever there is a potential for harm, describe how the risk will be minimized.  

A.  
What is the possibility of harm?  Harm could be physical but might also include stigmatization, financial costs, or simple embarrassment.

B. Confidential information: 

a. What is the worst that could happen if personal information were disclosed?  How would you (or your boss) feel if your supposedly confidential answers were discussed at a party and you were identifiable?

b. Are there rules about what is available?  FERPA?

c. How is information coded or identified?  

d. Will data need to be linked over time?

e. Describe methods to manage confidentiality of records.

C.  
Are there any group or community risks?

8.0 BENEFITS FROM THE EVALUATION STUDY

A.  
What is the potential for direct benefit to an individual subject?

B.  
What are the likely benefits from successful completion of the study?  Who might benefit from this information?

9.0  STATISTICS

A. What are the end points?  How recorded?  How is success determined?

B. What statistical tests and program is to be used?  Is a statistician a part of the team?

C. If this is not a convenience sample, how was the enrollment target set?

D. In what form will any results be produced?  Where might you publish?  If not to be published, describe how results will be generalized to other situations.

10.0  DATA and RECORDS 

A.  
What data will be sought from sources other than the subject?  Describe the data, the source, and the permission for receipt.

B.  
What identifiers will be available to you?  Consider that identification may be possible through demographics.

C.  
Where and how will the study records be maintained during and after the study.

D.
Where will study correspondence (such as IRB materials) be stored and who will maintain it?
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