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Human Research Study Synopsis (version date:     )
Title:        
Sponsor (for external funding only):         

IRB # (if already assigned, otherwise leave blank--will be assigned upon submission):     
Principal Investigator (Must be gwu faculty)
Last name:     
 First Name:     
Degree:      

Department:
     
School:      

Address:

Phone (day):
     

email:      
Principal Contact (if Other than P.I.)    FORMCHECKBOX 
Student    FORMCHECKBOX 
Coordinator    FORMCHECKBOX 
Other:     
Last Name:
     
   First Name:
     
Phone (day):
     
   Email:
     
Risk Level
Indicate which of the categories below accurately describe this study, where “minimal risk means that “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.” (45 CFR 46.102(h)(i))
 FORMCHECKBOX 
  Minimal risk

 FORMCHECKBOX 
  Greater than minimal risk
Principal Investigator Signature
My signature indicates that I will respect and protect the rights and welfare of individuals enrolled in this research project.  I will also carry out my responsibilities as Principal Investigator as outlined in Federalwide Assurance of Protection for Human Subjects, for which GW is registered with OHRP/DHHS, and as detailed in GW HRPP policies & procedures.  I will be guided by the principles contained in the 45 CFR 46Belmont Report

 and The Code of Federal Regulations governing research with human subjects (). I have verified that all members of the research team have agreed to accept the responsibilities required of their roles and I provide my assurance that all will be kept fully briefed on the details of the study.  I have queried all members of the research team to determine if they have an economic interest in this study as defined by GW policies.
_____________________________________________________________                      ____________________

Signature of Principal Investigator                                                                                     Date
Department Chair or Medical Chair Signature
My signature indicates that this project has been reviewed by the appropriate departmental parties, who have judged that 1) there is a scholarly and a scientific justification for the protocol, that the study is feasible, and that the proposed methods are scientifically valid, 2) the PI is sufficiently qualified by training and experience to conduct the research, 3) that the department has made the space and time commitment necessary to carry out the project, 4) that the financial implications of the research have been considered and deemed acceptable to the department and 5) that all ethical principles have been appropriately addressed.
_____________________________________________________________                      ____________________

Medical Studies - If the PI is an MFA faculty, signature of                                             Date

Alan G. Wasserman, MD, or Gary Simon, MD, PhD

-OR-

_____________________________________________________________                      ____________________

Non-Medical Studies - Department Chair Signature



  Date

GENERAL INSTRUCTIONS
1. Grey Fields indicate areas for response.

2. Write all responses in layman’s terms as reviewers may be from outside your field.
3. Do not copy/paste from the protocol-responses should not address issues outside of question domain.
4. Call the Office of Human Research for help filling out this form at 202-994-2715

____________________________________________________________________________________

Section I. Study Characteristics
1.  Sites
   a.
GW’s Role in the Project (select one):

 FORMCHECKBOX 
  Sole Site (GW is the only IRB involved in this study)

 
 FORMCHECKBOX 
  Lead Site (Lead Researcher is GW-based, other IRB’s are also evaluating)
What other institutions are participating?       



 FORMCHECKBOX 
  Participating Site (Lead Researcher is not GW-based, other IRB’s also evaluating)

What is the lead institution?     

 FORMCHECKBOX 
  Data Collection Site (GW researcher role limited to data analysis, other IRB’s also evaluating)
What is the lead institution?     
b. Research Locations (list locations where subjects participate in GW IRB-supervised activities or from which data is retrieved)
	Organization/Facility/Location (include city, state)
	Research Activity (including recruitment, consenting, subject/researcher interaction or retrospective data retrieval)


{CONTROL-TAB to cursor right}    
2. a.  Research Team
	Last Name, First (External Org if app.)
	GW Faculty, GW Staff, GW Student or External?
	Research Activities Performed

(indicate subject recruitment, consenting, “prospective” or “retrospective” data collection, data analysis, other)


{CONTROL-TAB to cursor right}  
b. Effort. What percentage of the PI’s total professional effort is devoted to the study and/or paid for by the Sponsor? Note: This question applies to all research regardless of funding. For student research, please estimate the amount of time that the PI will supervise the student. 
c. Curriculum Vitae (CV). If the Department Chair or Medical Chair has a conflict of interest with certifying the PI’s qualification (e.g., the Department Chair is the PI), please include a copy of the PI’s CV with the submission.  
     FORMCHECKBOX 
Attached 

 FORMCHECKBOX 
Not Applicable  
d. Conflicts of Interest.   Do any members of the research team have any economic interest in or consulting relationship with a for-profit company that provides products or services that are a subject of the proposed study?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
  Yes/explanation of how conflict of interest will be managed      
Section II. Narrative
1.
Background.

     

a.  What are the principal objectives of the study? (1-2 paragraphs)
b.  (1) What is the justification for conducting this study in the context of field advancements and (2) How will the study contribute to generalizable knowledge outside of your research entity (publishing, establishing national standards, etc.)? (2-3 paragraphs)
· Note:  If you have no intent to publish, be sure to complete the Human Subject Research Determination Worksheet to determine if your study requires submission to the Office of Human Research

     
2. Subject Identification and Recruitment.
“Identification” refers to determination of potential participants for future recruitment activities.
“Recruitment” refers to communication activities up until consent that support solicitation of participation.
a.  Maximum number of subjects to be recruited (or number of retrospective records):       

Give rationale for why/how this number was chosen. (1 paragraph)
     
b.  Specify the age range of subjects to be recruited for the research:      
          c.  Indicate any special populations to be involved in the research.     FORMCHECKBOX 
N/A 
	 FORMCHECKBOX 
Pregnant Women, Fetuses or Neonates 

 FORMCHECKBOX 
Prisoners 

 FORMCHECKBOX 
Children  
	 FORMCHECKBOX 
Employees 

 FORMCHECKBOX 
Students 

 FORMCHECKBOX 
Illiterate 
 FORMCHECKBOX 
Non-English speaking 

	 FORMCHECKBOX 
Educationally Disadvantaged 
	 FORMCHECKBOX 
Other (specify):      

	 FORMCHECKBOX 
Economically Disadvantaged 
	

	 FORMCHECKBOX 
Mentally Ill 
	

	 FORMCHECKBOX 
Decisionally-Impaired 
	


d.  In the space below (2-4 paragraphs):

(1) List the inclusion and exclusion criteria for the identification of potential subjects (condition, ethnicity, employer/position, age, etc.), justifying any exclusion criteria.

(2) Indicate where, how and from whom information regarding these criteria will be accessed, obtained or otherwise determined (i.e. “medical records review from GWU-Hospital for presence of condition xyz”)

     
e.  If obtaining, viewing or collecting records or data from medical or clinical settings to support subject selection, are all potential subjects currently under treatment by a member of the research team listed above?  

 FORMCHECKBOX 
N/A     FORMCHECKBOX 
No     FORMCHECKBOX 
Yes/identify investigator(s) and explain treatment relationship:      
 FORMCHECKBOX 
N/A or Explain:      
f.  Explain how and from whom subjects’ contact information will be obtained for recruitment purposes?

g.  (1) Check all recruitment methods that apply:
 FORMCHECKBOX 
Email    FORMCHECKBOX 
Phone    FORMCHECKBOX 
Flyer    FORMCHECKBOX 
Online Ad    FORMCHECKBOX 
Verbal Announce   FORMCHECKBOX 
Referral/Snowball    FORMCHECKBOX 
Other 
(2) Describe in detail how each of these methods will be utilized.  Include:

· Who is executing each particular outreach method
· Locations (verbal announce in P.I. classroom, already-scheduled patient apt., location of flyers, etc.)
· How subjects may privately indicate interest in participating (prior to consent)

     
· Initial as well as follow-up recruitment activities

3. Informed Consent Process. (See Tips on Informed Consent for more information).
a.   Indicate applicable consent procedure (check one):  
 FORMCHECKBOX 
  Standard subject consent (obtaining subject signature)

 FORMCHECKBOX 
  Waiver of documentation of consent (verbal consent obtained from subject with no signature)


*Justify:      
 FORMCHECKBOX 
  Waiver of consent (subject unable to indicate consent)


*Justify:      

*See Charts 10 & 11 at OHR Decision Charts for eligibility requirements
b. Give a detailed description of your informed consent process.  Your narrative should include the following elements (3-5 paragraphs):
	Required

· Who will consent/assent the subjects

· When consent will occur relative to recruitment and research activities

· Where or through what communication channels (telephone, email, etc) it will occur 

· How privacy will be assured for the subject throughout

· How subjects will be given a chance to ask questions and opt out prior to research

· How subjects will receive a copy of signed consent form
	If applicable

· Special considerations for children (assent procedures, etc.), pregnant women, new-borns, fetuses, prisoners, illiterate, non-English-speaking (see Federal Guidelines)
· Include an assent process for children aged 7 years or older, and include how parental permission will be obtained 

· How undue influence will be minimized in authoritative relationships (professor-student, doctor-patient).
· Use of Evaluation to Consent or other measures for decisionally-impaired subjects
· Methods/amount of compensation
· Use of deceptive or withheld information and plan for subject debriefing
· Foreign-language translation measures 


     
4. Research Design.  
a. Provide a step-by-step (1, 2, 3…) description of your research study design, with an emphasis on the specific actions of and interactions with human subjects.
Your description should include the following elements as applicable:

· Describe frequency, duration and location of activities in which subjects participate
· Indicate all data sources and identify and attach all data collection instruments (surveys, tests, etc.)
· Precisely describe experimental/control design groups

· Distinguish between research-specific procedures and standard-of-care or other procedures that would occur even if the research wasn’t being conducted

· Describe and justify any deceptive measures including use of placebo or withholding/alteration of specific information from subjects
· Indicate if/when audio-recording or video-recording are used
            
b. How will the collected data be analyzed to answer the research question? (1-2 paragraphs)
     
· Describe statistical tests and software, thematic analysis, what factors will be compared
5.
Data Management & Security
a. What personal/demographic data will be collected (check all that apply):
	 FORMCHECKBOX 
Name

 FORMCHECKBOX 
SSN

 FORMCHECKBOX 
Medical Record # 
	Location of 

 FORMCHECKBOX 
Residence or  
 FORMCHECKBOX 
Employer/School including:
	 FORMCHECKBOX 
Employer/School Name
 FORMCHECKBOX 
Department/Division

 FORMCHECKBOX 
Position/Job

	 FORMCHECKBOX 
Age or  FORMCHECKBOX 
DOB
	 FORMCHECKBOX 
State/Other Region      
	 FORMCHECKBOX 
Grade/Year Level

	 FORMCHECKBOX 
Ethnicity
	 FORMCHECKBOX 
Zip code/postal code
	 FORMCHECKBOX 
Course/Class

	 FORMCHECKBOX 
Gender
	 FORMCHECKBOX 
City
	

	 FORMCHECKBOX 
Telephone #
	 FORMCHECKBOX 
Street address
	

	 FORMCHECKBOX 
OTHER (list):      


b. (1)  Describe primary research data collected (i.e. “attitudes regarding alcohol use”, “biomarkers related to pregnancy”, etc.) and (2) either list specific data points or reference attached collection instruments (i.e. “see ER Survey and Data Sheet #1”):
     
      (2)  When this primary research data is recorded (written-down or entered) by investigator or subject, will it be (check all that apply):

(a)   FORMCHECKBOX 
 Identified directly with any personal/demographic data points listed in 5.a.?  
Which data points or “all”?      
Justification (data and identifiers should be recorded separately per (b) unless impracticable):

     
(b)   FORMCHECKBOX 
 Identified indirectly, through use of a unique alphanumeric code that links to any personal/demographic data points listed in 5.a. using a key stored securely and separately?
Which data points or “all”?      
(c)   FORMCHECKBOX 
 Maintain data anonymity by not doing (2.a.) or (2.b.)
c. Is the research team viewing or collecting Protected Health Information (i.e., medical records)?  FORMCHECKBOX 
No    FORMCHECKBOX 
Yes

· See Protected Health Information Determination Worksheet, attach appropriate documents and integrate proper text in Consent Form (see Consent Guidance documents).

d.    Provide a detailed description of data-entry, transfer, storage and destruction procedures.(3-6 paragraphs)
  Your description should include all of the following elements:

· Methods to minimize risk of breach of confidentiality including anonymous data collection, use of coding and identity key, sealed envelopes, lock-boxes, digital firewalls b/w data & identity, etc.

· Specify digital vs. hard copy and locations for data, key and/or subject roster (data and key should be separate, secured locations; indicate if research data are stored in medical records).

· How and when measures will be taken to remove identifying data and codes as soon as possible.
· Use of encryption (above minimal risk) and/or password-protection (minimal risk) on computers.
     
· When hard copy or digital versions of data, key, recordings and roster will be destroyed.  How long they will otherwise be stored and for what purposes.
e. Publication and presentation.
(1)  Results will be published, presented or otherwise shared outside of my research entity in the following manner (check one): 
 FORMCHECKBOX 
  Data will be aggregated or summarized such that no individual data will be communicated
 FORMCHECKBOX 
  Some individual results will be communicated.
(a) How will individual results be attributed, specifying use of descriptors from 5.a.         (i.e. “one employee of company abc said ____”)?       
(b) What is the range of the number of subjects in the study who are associated with each of these attributing descriptors (i.e. “5-6 subjects are employees of the company that will be named”)?       

(2) Will recordings be used in presentations or for any other reasons other than data analysis?

 FORMCHECKBOX 
  No  FORMCHECKBOX 
 Yes
If yes, explain and submit Audio/Video Release Form:       

6.   Risks & Benefits.
a. Describe all risks to the subject.  Include physical, psychological/emotional, cognitive, privacy, social/cultural stigma, financial, and legal risks.  Confidentiality risks should already be addressed above at Question 5.d.
Common risks that should be acknowledged include:

· Emotional discomfort, anxiety or other affective risk from survey questions

· Breach of privacy from other people observing consenting or research participation
     
b. Radiation.  Will subjects be exposed to radiation during the research?  FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes                              

· If yes, please explain use of radiation in detail including maximum number of subject exposures over 12 months, distinguishing between standard of care and research. For research, please specify the type of device and make/model.       
c. What steps will be taken and research procedures implemented to minimize all risks?   
· Describe additional precautions for special populations as defined at 2.b.(2)(see HHS 45 CFR 46 Subparts B-D for considerations specifically regarding children, pregnant women, new-borns, fetuses and prisoners)
     
d. Describe the potential benefits of the research. 
· Please specify the direct benefits to subjects (if any) and the benefits to the class of research subjects. 

     
Section III. Study details for medical or other therapeutic or diagnostic studies   FORMCHECKBOX 
 N/A 
1. Registered on the www.ClinicalTrials.gov?  FORMDROPDOWN 
   
2. FDA-Regulated Studies: 
 a.   Drug Studies (select one):  FORMCHECKBOX 
 N/A
 FORMCHECKBOX 
  Drug study requiring an IND
(IND Number:     , or provide IND Letter from the FDA)
 FORMCHECKBOX 
  Study not requiring IND, involves off-label use of approved drug

Provide rationale or proof:     
b. List of all research agents administered to human subjects in this study.
	Agent
	FDA Status
	Source
	Stored Where?
	Dispensed By?


{CONTROL-TAB to cursor right}    
c. Device Studies (select one):  FORMCHECKBOX 
 N/A
1. Categorize the device:  FORMDROPDOWN 

2. IDE/HDE#         IDE/HDE Sponsor:       
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