[image: image1.png]MEDICAL
CENTER

The University of Kansas




This form can be found at the following link:

http://www2/kumc.edu/researchcompliance/forms/

I.
Study Information 
	Principal Investigator: Susan T. Jackson

	Department: Hearing and Speech

	Email: sjackson@kumc.edu
	Phone: 588-5937
	Mail Stop: 3039

	Alternate Contact Person (e.g., Project Coordinator):       Nancy Martin

	Email: nmartin@kumc.edu
	Phone: 588-5937
	Mail Stop: 3039


Protocol Title: 

	AphasiaBank: A Database for the Study of Language and Communication in Aphasia 


Protocol Number, Version and/or Date : 9/10/08
II.
Study Personnel 
List the study team members. In order for a research project to be approved, all members of the study team must demonstrate current training in human subjects protection.  Study personnel also must have on file a current conflict of interest disclosure.  

	Name
	Department 
	Role (PI, Co-I, 
Coordinator, etc.)
	Responsibilities

(see a – m below)

	Susan Jackson
	Hearing and Speech
	PI
	a, c, e, f, k

	Lorna Moore
	Hearing and Speech
	Co-I
	a, c, e, f, k

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


Please use corresponding letters for responsibilities. If not listed, record responsibility in box.

a.
Conduct Informed consent interview

h    Take vital signs, height, weight

b.   
Complete physical examination

i.    Review/sign laboratory reports

c.   
Obtain medical/surgical history

j.    Draw/collect laboratory specimens

d.  
Complete source documents


k.   Perform tests, procedures, interventions, questionnaires

e.   
Complete study data forms


l.    Dispense/collect study medication

f.     Assess unanticipated problems


m.  Complete drug accountability forms

g. Review concomitant medications

III.
Funding Information 

Please indicate funding source.  Note: Federal regulations require the Human Subjects Committee to review the complete grant application.  

(a)
 FORMCHECKBOX 

UNFUNDED: Check this box only if there will be no funding source for this 


project.
(b)
 FORMCHECKBOX 

FUNDED

 FORMCHECKBOX 

KUPI Funds

 FORMCHECKBOX 

KUEA Funds

 FORMCHECKBOX 

State Funds

 FORMCHECKBOX 

KUMC RI Funds: Grant #      
 FORMCHECKBOX 

Pharmaceutical/Private Funds:      
 FORMCHECKBOX 

Federal  Funds NIDCD grant awarded to Brian MacWhinney at Carneige Mellon University.  I am one of the consortium members.  Limited funds are available to me (purchase of video equipment if needed, travel to consortium members meetings).
(c)
 FORMCHECKBOX 

SEEKING FUNDING from       (source)
IV.
Locations of the Study

(a) 
Is this a multi-site study? 
 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes

(b)

Will the KUMC principal investigator oversee or coordinate the research being conducted at non-KUMC sites?

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes  (Complete items (d) and (e) below)
(c)
Check all study locations under the KUMC principal investigator’s responsibility:

 FORMCHECKBOX 

Outpatient Clinics and Research Centers
 FORMCHECKBOX 

KUMC – 3901 Rainbow campus
 FORMCHECKBOX 

KUMC – Overland Park clinic 

 FORMCHECKBOX 
  General Clinical Research Center (GCRC)

 FORMCHECKBOX 
  Landon Center on Aging

 FORMCHECKBOX 
  Hoglund Brain Imaging Center

 FORMCHECKBOX 
  KU Lawrence campus clinic

 FORMCHECKBOX 

Other clinic or research center      
 FORMCHECKBOX 

Inpatient Setting
 FORMCHECKBOX 

University of Kansas Hospital (select one below)


 FORMCHECKBOX 
  Hospital nurses will provide only standard nursing care 


 FORMCHECKBOX 
  Hospital nurses will provide nursing services beyond standard care



       (Complete the Supplemental Nursing Impact Form)

 FORMCHECKBOX 

Other Hospital      
 FORMCHECKBOX 
  Classroom setting

 FORMCHECKBOX 

KUMC campus-Kansas City
 FORMCHECKBOX 

KU Lawrence campus
 FORMCHECKBOX 

Other universities/Colleges      
 FORMCHECKBOX 

Elementary/Secondary Schools      
 FORMCHECKBOX 

International sites

 FORMCHECKBOX 

Other Subject's home or private room in a public building (e.g., public library)
(d)
In what states will the KUMC principal investigator conduct the study? (Check all that 

apply)
 FORMCHECKBOX 

Kansas 


 FORMCHECKBOX 

Missouri


 FORMCHECKBOX 

Other states: Specify      
(e)
Provide details below on all non-KUMC study locations for which the KUMC principal investigator is responsible:

	Name of the Facility
	Primary Contact Name
	The site has its own IRB
	IRB approval status at the site

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     


(f)
If the KUMC principal investigator is responsible for study conduct at non-KUMC study locations, the HSC must ensure adequate plans for overall management of the study.  Describe the investigator’s oversight plans, including how the investigator will ensure adherence to the study protocol, obtain informed consent, secure and maintain IRB approval at the other sites, obtain IRB approvals prior to implementing changes to the protocol, monitor adverse events or other unanticipated problems, and ensure general coordination of study conduct.

	     


V.
Conflict of Interest
Please note that prior to HSC approval, an annual COI disclosure form must be on file for all KUMC study personnel.  The following questions relate to the study named in this application.  Principal Investigators are responsible for addressing these questions on behalf of the study team. 
(a)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any of the investigators or their immediate family (defined as 



spouse, children, siblings, parents, equivalents by marriage [in-



laws], or other household members) have financial arrangements 



with the sponsoring company or the products or services being 





evaluated,  including receipt of honoraria, income, or stock/stock 

options as payments that equaled or exceeded $10,000 (when aggregated for the investigator and the investigator’s immediate family),  five percent of the company value (when aggregated for the investigator and the investigator’s immediate family),  in the past year or will equal or exceed that amount during the course of the project, that are not publicly traded, or whose value may be affected by the outcome of the research? 
(b)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any investigators, study personnel, or their immediate family 




listed on this application have consulting agreements, management 
responsibilities, ownership interests, equity holdings or options (regardless of value) in the sponsoring company, the providers of the products or services being evaluated, vendors, provider(s) of goods, or subcontractors?
(c)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Is any investigator, or their immediate family, a paid or unpaid 

member of an 
advisory or executive board or have a paid or 

unpaid executive relationship with the sponsoring company or the 

providers of the products or services being evaluated?

(d)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any investigators or their immediate family receive gift funds, 




educational grants, subsidies or other remuneration from the 




sponsoring company? 





(e)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any investigators or their immediate family have an ownership 




or royalty interest in any intellectual property utilized in this 




protocol? 

(f)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Does KUMC or the KUMC Research Institute have an ownership 




or royalty interest in any intellectual property utilized in this 




protocol? 

(g)
If you answered “Yes” to any of the above, please describe in detail.  Affirmative 
answers will be forwarded to the KUMC Conflict of Interest Committee.  
	     


VI.
Project Information

(a) 
Protocol

Submit with this application a research protocol that includes the following:  rationale and specific aims of research, results of similar or related studies, benefits and risks of research, inclusion/exclusion criteria of subjects, study procedures, plan for monitoring and reporting  unanticipated problems, study withdrawal/discontinuation procedures, plan for assuring subjects’ privacy and confidentiality, follow-up, and record retention issues.
(b) 
Study Summary:  Provide the information below in non-technical, plain language. 
What is your research question (hypothesis)?
	This project is designed to construct a shared database of multimedia interactions for the study of language and communication in aphasia. 


What study design will you use? (For example: randomized; double-blind; open-label; two-arm; crossover; multi-center.) If randomized, describe the arms and the randomization ratio.
	A consortium of aphasia researchers across the country and internationally will collect videotaped language samples of individuals with aphasia (a language disorder following stroke) for entry into a web-based database (AphasiaBank: www.talkbank.org) so that researchers may use these language samples to answer questions about language and communication in aphasia.  


What are the primary outcome measures in your study? 

	The subjects with aphasia will be given several language tests (Western Aphasia Battery - Revised, Verb Naming Test, Boston Naming Test - Short Form, and an AphasiaBank Protocol Repetition Test).  Several discourse tasks also will be administered (free speech samples, picture description, story narrative, and procedural discourse).


What prior studies or other preliminary evidence provide justification for conducting the proposed study?

	No shared database of aphasic language samples exists.


For Clinical Studies:
What is standard care for the patient population being studied?
	Persons with aphasia receive language assessment and treatment from a speech-language pathologist as standard care.


Will subjects be withdrawn from standard care for the purpose of the study?  If so, provide rationale:
	No


VII.    Subject Selection and Recruitment

(a)
Maximum Number of Persons to be Pre-Screened by the PI

50

Maximum Number of Persons to be Enrolled by the PI

20

Age Range 
21-105

Gender

male and female

Ethnicity
not restricted

If this is a multi-center study, what is the total planned enrollment from all sites?  750
(b)  Check all that apply to the target population for this study:

	 FORMCHECKBOX 

	Healthy volunteers
	 FORMCHECKBOX 

	Adults 65 years and older

	 FORMCHECKBOX 

	Patients
	 FORMCHECKBOX 

	Comatose/traumatized

	 FORMCHECKBOX 

	Children/Minors (under 7 years of age)
	 FORMCHECKBOX 

	Terminally ill

	 FORMCHECKBOX 

	Children/Minors (7 – 17 years of age)
	 FORMCHECKBOX 

	Prisoners

	 FORMCHECKBOX 

	Pregnant women
	 FORMCHECKBOX 

	Homeless

	 FORMCHECKBOX 

	Fetuses/Neonates

	 FORMCHECKBOX 

	Persons w/ active psychiatric disease

	 FORMCHECKBOX 

	Cognitively impaired
	 FORMCHECKBOX 

	KUMC Employees

	 FORMCHECKBOX 

	Males only
	 FORMCHECKBOX 

	KUMC Students/Residents/Fellows

	 FORMCHECKBOX 

	Females only
	
	


(c)
If vulnerable populations (such as children, pregnant women, cognitively impaired, etc.) are targeted for the study, discuss the special protections being implemented to minimize risk of coercion or undue influence.   

	Individuals with aphasia will participate; some of those individuals have auditory and/or reading comprehension deficits.  For subjects with aphasia who have comprehension deficits, the legal representative of the subject will provide informed consent.  However, the person with aphasia will not participate if s/he protests.  The principal investigator or the co-investigator will have a conversation with the potential subject with aphasia, and explain in simple terms the study procedures.  The potential subject will be told that s/he does not have to participate unless s/he wants to particiapte.


(d)
What are the primary inclusion criteria?  

	aphasia as a result of stroke, left hemisphere or bilateral brain damage


(e)
What are the primary exclusion criteria?  (As applicable, note the exclusion criteria that 

 are relevant to subject safety).  
	persons with right hemisphere cognitive-communication disorders, right hemisphere brain damage only


(f)
Explain how you will ensure that subject selection is equitable and that all relevant ethnic 
groups, genders, and populations have access to the study.  

	The PI will recruit potential subjects from a variety of sources (KUMC Hearing and Speech department clinic, community-based aphasia group that she leads along with her graduate students, hospitals and rehabilitaion facilities in the Greater Kansas City area).  The PI already has contact with males and females with aphasia across a variety of ages (50's to 80s).  The PI does not have contact with a racially or ethnically diverse population of persons with aphasia, but recruitment flyers will be sent to speech-language pathologists at urban Kansas City hospitals who may be more likely to have access to such a population.


(g)
Explain how you will be able to recruit the required number of subjects in a timely manner.  
	A total of 20 subjects will be recruited - 5 per year over the next 4 years.  This is not a large number of subjects.  The PI provides language assessment and treatment to persons with aphasia on an individual basis in the Hearing and Speech department clinic at KUMC, and can ask these clients whether they would like to participate in the study.  She also leads a community-based aphasia group with her graduate students in speech-language pathology, and can ask the group members whether they would like to participate in the study.  There are numerous local hospitals/rehabilitaion facilities in the Kansas City area, and the PI can ask the speech-language pathologists at these facilities to distribute the recruitment flyer to their current patients. 


(h)
Are proposed ads, flyers, recruitment scripts, etc. included in the submission materials?


(Submission at initial review is optional, but all recruitment materials must be 


HSC-approved prior to their use.)

 FORMCHECKBOX 

No  

 FORMCHECKBOX 

Yes;  Specify flyer
(i)    
Will you be providing payment to subjects?  

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes   Total amount:          


         *Payments must be described in the consent form
VIII.
Drugs, Biologics, Devices 
Please check all that apply:  
(a)
 FORMCHECKBOX 

This study does not involve drugs, biologics or devices. Proceed to Section IX.  
(b)
 FORMCHECKBOX 

This study involves vitamins, herbs, or supplements that are not regulated by 



FDA.

(c)
 FORMCHECKBOX 

This study involves FDA-approved drugs/drug combinations/biologics 

(i.e., using the drug for the FDA-approved indication in the FDA-approved 

 population).
(d)
 FORMCHECKBOX 

This study involves approved drugs, combinations or biologics being studied for

an unapproved use (i.e., use is different from the FDA-approved indication and/or the FDA-approved population).
(e)
 FORMCHECKBOX 

This study involves investigational drugs, combinations, or biologics (i.e., not

approved by FDA for any use).
(f)
 FORMCHECKBOX 

This study involves and FDA-approved device. 
(g)
 FORMCHECKBOX 

This study involves an investigational device. 
(h)
 FORMCHECKBOX 

This study involves a Humanitarian Use device.

LIST FDA-APPROVED DRUGS/BIOLOGICS BELOW:

	Drug name              
	     Dose
	       Route of Administration

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


LIST UNAPPROVED AND INVESTIGATIONAL DRUGS/BIOLOGICS BELOW*
	Drug name              
	     IND#
	       Sponsor of the IND*

	     
	     
	     

	     
	     
	     


*If KUMC faculty, complete the Supplemental Application for Investigators who Sponsor an IND or IDE http://www2.kumc.edu/researchcompliance/hscforms.htm
If there is no IND, provide the explanation:       
PHARMACY INFORMATION – REQUIRED FOR DRUG OR BIOLOGIC TRIALS
Where will research subjects be seen?

 FORMCHECKBOX 
   Inpatient only

 FORMCHECKBOX 
   Outpatient only

 FORMCHECKBOX 
   Both Inpatient and Outpatient

Will you be using the Investigational Pharmacy? 

 FORMCHECKBOX 
  Yes  Proceed to Section IX. 

 FORMCHECKBOX 
  No   Complete additional questions below.  

Who will dispense the drugs or biologics?

 FORMCHECKBOX 
  Study coordinator: Name      
 FORMCHECKBOX 
  Investigator: Name      
 FORMCHECKBOX 
  Other; specify      
Is sterile admixing required to prepare the drug or biologic? (i.e., such as for an intravenous infusion)

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, where will the drug or biologic be prepared?       
Where will the drug or biologic be administered?

 FORMCHECKBOX 
  GCRC

 FORMCHECKBOX 
  Clinic; specify      
 FORMCHECKBOX 
  Inpatient hospital

 FORMCHECKBOX 
  Patient will take home and self-administer

 FORMCHECKBOX 
  Other; specify      
Does the drug/biologic require any special handling precautions?

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes, it is cytotoxic and requires cytotoxic precautions

 FORMCHECKBOX 
  Yes, it is gene therapy and requires viral precautions

 FORMCHECKBOX 
  Yes, it is a C-II (controlled substance); will require a DEA 222 form to obtain drug

Does the drug/biologic have any special storage requirements in addition to the requirement that it be kept in a secured location?

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes, it requires refrigerated storage (2-8oC) where continual documentation of temperature is needed

 FORMCHECKBOX 
  Yes, it requires frozen storage (-20oC) where continual documentation of temperature is needed

 FORMCHECKBOX 
  Yes, it requires deep frozen storage (-70oC) where continual documentation of temperature is needed

 FORMCHECKBOX 
  Yes, it requires room temperature storage where continual documentation of temperature is needed

 FORMCHECKBOX 
  Yes, other; specify      
How will secure storage be ensured? 

 FORMCHECKBOX 
  It will be kept in a locked cabinet or office

 FORMCHECKBOX 
  Other; specify      
Where will the drug/biologic be shipped?

 FORMCHECKBOX 
  Investigational pharmacy

 FORMCHECKBOX 
  Investigator’s office

 FORMCHECKBOX 
  Other: specify      
INSTRUCTIONS: The following information must be included on the labels for study medication that is dispensed form home use:  

· Institution name and address

· Name of investigator and contact number 

· Patient/subject name

· Date

· Statement “Caution:  New Drug Limited by Federal Law to Investigational Use”

· Directions for use

 FORMCHECKBOX 
   I confirm all the above information will be included in the label. 

 FORMCHECKBOX 
   One or more items will be omitted.   Specify the item and give a reason:      
If additional follow-up is needed regarding these questions or regarding drug/biologic use for this study, who is the appropriate person to contact?

 FORMCHECKBOX 
  Investigator

 FORMCHECKBOX 
  Study coordinator;  Name:      
 FORMCHECKBOX 
  Other: specify      
LIST FDA-APPROVED DEVICES BELOW:

	Device name              
	       Manufacturer

	     
	     

	     
	     

	     
	     


LIST INVESTIGATIONAL OR HUMANITARIAN USE DEVICES BELOW

	Device name
	     IDE# /HDE#
	       Sponsor of the IDE/HDE*

	     
	     
	     

	     
	     
	     


*If KUMC faculty, complete the Supplemental Application for Investigators who Sponsor an IND or IDE http://www2.kumc.edu/researchcompliance/hscforms.htm
INVESTIGATIONAL DEVICE RISK DETERMINATION
 FORMCHECKBOX 
  Significant Risk Device

 FORMCHECKBOX 
  Non-Significant Risk Device (provide sponsor’s justification)


Where will devices be stored? 
	     


What is your plan for control and handling of study devices?

	     


IX.
Study Procedures

Indicate whether this research project includes any of the following procedures.  

Check at least one box below.    
(a)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Use of Radiation?  
If any radiation is associated with the research complete the following questions:
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Are all the radioisotopes and/or radiation exposure being administered in this research project considered Standard of Care treatment for the study patients involved?  If “Yes,” no further radiation safety approval is required. If “No,” approval is required from the University and KU Hospital Radiation Safety Committees.  

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Is there exposure to radioisotopes?

Isotope Names:       
Dosage and Procedure:      


 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Is there exposure to radiation-emitting equipment (e.g., x-rays, radiation therapy, nuclear medicine scans such as CT’s, bone scans, MUGA, gastric emptying, etc.)?  Ultrasound and MRIs are excluded.

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Is the radiation exposure due to only one screening chest x-ray? (Call x8-6132 for consent form language)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Is the radiation exposure due to only one screening dexa scan?  (Call x8-6132 for consent form language)
(b)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
HIV Testing?
(c)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Testing for illegal drug use?
(d)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Pregnancy Testing?
(e)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Blood Draw(s) / Tissue Collection for use in this project?
(f)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Genetic Testing?
(g) 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Storage of Blood/Tissue for purposes not related to this project?
(h)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Recombinant DNA/ Gene Transfer?
(i)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Use of Placebo?
(j) 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Investigational surgical procedures? 
X.
Benefit/Risk Information

(a) How will risks to participants be minimized?  Address all relevant physical, psychological, economic, social, or legal risks.    

	This is a behavioral study, and risks are minimal.  Subjects may become tired or frustrated with some of the tasks.  Breaks will be taken as necessary, and the subject will be told that a break may be taken at any time.  There are no legal, physical, psychological, social, or economic risks.


(b)     
Is there any information, data or specimens that are already being collected for diagnostic 


or treatment purposes that will be used for research purposes as well?
	Yes - we may have speech-language pathology assessment or treatment information about potential subjects in our KUMC Hearing and Speech department patient files.  This information might be used to determine whether the potential subject is able to provide his/her own informed consent or whether a surrogate decision-maker should provide informed consent.


(c)
How are the risks to subjects reasonable in relation to the potential benefits?  
Discuss both benefits that may accrue to the individual and those that may accrue to society.

	The subjects with aphasia are not expected to benefit from participating in this study, except receiving information about their communication strengths and weaknesses.  Persons with aphasia may benefit in the future, after researchers have analyzed the videotaped AphasiaBank language samples and can shed light on the most effective language treatment strategies for persons with particular types of aphasia.


(d)
Does the consent form specifically indicate which risks might lead to permanent


consequences?

 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No (Explain) 

	This is a behavioral study, and there are no permanent consequences.


XI.
Safety Monitoring
(a)
Describe below the plan to monitor the data collected to ensure the safety of subjects.  This may include monitoring by the principal investigator, members of the study team, consultants, supervisors, an independent data monitoring committee (IDMC), a data and safety monitoring board (DSMB), or other central monitoring entity.
	Describe the individuals or groups who will review study data to ensure safety of subjects.  If this is a multi-center study, information in this section should pertain to the sponsor’s study-wide monitoring plans.  
	PI and Co-PI at KUMC.  Each study site will answer to its own IRB.

	Describe the types of data and events that will be reviewed.  

	The behavioral data (language samples) collected for this study will be reviewed.  Adverse events will be reviewed.  

	What will be the frequency of data review?
	There will be a review of the data at least monthly.

	What types of analyses will be performed?
	The aphasia tests will be scored, and the language samples elicited in the various discourse tasks will be transcribed.

	Have specific triggers been established, either for early termination of individual subjects or for early conclusion or modification of the entire study?
If the study is overseen by a DMC or DSMB, discuss the stopping rules.
	If the subject with aphasia refuses to participate after a surrogate decision-maker has provided informed consent, that subject will be dropped from the study.


XII.
Informed Consent Process
(a) Specify the type of informed consent you propose to utilize in this research project.
 FORMCHECKBOX 

Written Consent (Submit the consent form(s) with this application.  If subjects are 
children, provide a parental consent form with a child assent.)

Consent Forms Included with this Submission:
 FORMCHECKBOX 

Adult Participant


 FORMCHECKBOX 
  Surrogate Decision Maker Consent
 FORMCHECKBOX 

Parental Permission/Child Assent
 FORMCHECKBOX 
 Withdrawal Follow-up Consent
 FORMCHECKBOX 

Genetic Testing


 FORMCHECKBOX 
  Foreign language:      
 FORMCHECKBOX 

Tissue/serum repository

 FORMCHECKBOX 
 Other Assent for participant with aphasia
 FORMCHECKBOX 

Oral Consent (Waiver of Documentation of Consent)  (If checked, indicate rationale below and submit the verbal consent script you intend to use. Please note that subjects could still receive a written statement regarding the research.)

Rationale for Requesting a Waiver of Documentation of Consent
 FORMCHECKBOX 

A signed consent form would be the only record linking the subject and the 
research, the principal risk of a subject signing a consent form would be 
potential harm resulting from a breach of confidentiality, and the research is not 


subject to FDA regulations.

 FORMCHECKBOX 

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.  

 FORMCHECKBOX 

Request for Waiver of Consent (If checked, demonstrate that the research meets the following four waiver criteria:)        
	The research involves no more than minimal risk to subjects. 


	     

	The waiver will not adversely affect the rights and welfare of the subjects.

	     

	The research could not practicably be carried out without the waiver.

	     

	Whenever appropriate the subjects will be provided with additional pertinent information after participation.  

	     


(b) Describe below the process of obtaining informed consent.  

	How and by whom will initial contact with potential subjects take place?

	The PI will have initial contact with the potential subjects with aphasia that she sees for assessment and treatment through the Hearing and Speech department clinic and also with the potential subjects with aphasia that she sees through the community-based aphasia group that she leads along with her graduate students.  Speech-language pathologists at non-KUMC Kansas City area hospitals/rehab centers will have initial contact with other potential subjects.  These speech-language pathologists will give a recruitment flyer to their patients with aphasia (or their family members).  If the potential subject is interested in participating in the study, s/he (or a family member) will phone the PI, and the PI will explain the study in more detail over the phone.  If the person with aphasia/family member expresses an interest in participating in the study, the PI will arrange a time with the person with aphasia to come to KUMC to undergo the 1.5-hour research session or particiapte in the testing in his/her home or a private room in a public building (e.g., public library).

	Where and when will the consent interview take place?


	The consent interview will take place in the KUMC Hearing and Speech department, the subject's home, or the public building before the 1.5-hour research session.  The consent interview will take place before any testing procedures begin.

	Describe the steps that will be taken to minimize the possibility of coercion or undue influence.

	The potential subject will be invited to particiapte, but it will be stressed that participation is voluntary and that refusing to participate will in no way affect future services at KUMC.

	What is(are) the primary language(s) of prospective subjects or their legally authorized representatives?

	English

	What are the languages used by those obtaining consent?


	English

	FOR ADULT STUDIES ONLY:

Will all adult subjects be able to consent for themselves?


	(a)  FORMCHECKBOX 

Yes

(b)  FORMCHECKBOX 

No.  It is expected that all subjects will need a 
                    surrogate decision-maker

(c)  FORMCHECKBOX 

No.  It is expected that some subjects may need a 
                    surrogate decision-maker

If (c), how will study personnel assess the capacity of the subject to consent and to comprehend the consent?

past interactions with the potential subjects, asking family members if they think the person with aphasia can provide consent
If (b) or (c), do you plan to obtain written assent from the subjects?

Yes


	FOR PEDIATRIC STUDIES ONLY:

Will child subjects be capable of providing assent?  


	(a)  FORMCHECKBOX 

Yes

(b)  FORMCHECKBOX 

No

If yes, how will you obtain assent?       
At what age will you obtain assent?      


	FOR PEDIATRIC STUDIES ONLY:

Will any of the study subjects be foster children or wards of the State or other agency?
	(a)  FORMCHECKBOX 

Yes

(b)  FORMCHECKBOX 

No




XIII.
Privacy and Confidentiality 
(a) How will subjects be identified?  (Check all that apply)
 FORMCHECKBOX 

Selection during the course of usual clinical care

 FORMCHECKBOX 

Chart reviews by persons involved in the patients’ care

 FORMCHECKBOX 

Chart reviews by persons not involved in the patients’ care

 FORMCHECKBOX 

Self-referral in response to HSC-approved ads or Web-sites
 FORMCHECKBOX 
  Referrals from outside physicians

 FORMCHECKBOX 
  Database searches; specify the database:      
 FORMCHECKBOX 
  Other  referrals from outside speech-language pathologists
(b) What measures will you take to protect privacy during the recruitment and consenting process?
	Recruiting phone calls will be made from the privacy of the PI's office, and the consenting process will take place in a quiet room with the door closed in the KUMC  Department of Hearing and Speech, in the subject's home, or in a private room in a public building (e.g., a public library).


(c) What measures will you take to protect the privacy interests of subjects during the conduct of the study?  

	Videotaping of the research session will take place in a quiet room in the KUMC Hearing and Speech dept, in the subject's home, or in a quiet private room in a public building (e.g., public library).  The PI and/or the Co-PI will be the only persons in the room with the subject.  Only one subject will be tested at a time.  


(d) How will you protect the confidentiality of data?  Include information about where the data will be stored and persons who will have access to the data. 
	All subjects will be given a unique code name; that code name will be attached to all of the demographic and medical information about the subject (e.g., age, date of testing, location of brain damage, date of stroke, etc…).  The subject's language test scores and transcriptions of the language samples will also be identifed by this code name.  The biographical info, medical info, language test scores, transcripts, and the videotaped language testing session will be placed in the web-based AphasiaBank database, which is password protected and can be accessed by authorized language researchers only (members of the AphasiaBank consortium). Since the video of the subject will be placed in the web-based database, the subject could be recognized by one of the language researchers accessing the database. 


(e)
Indicate whether or not a Certificate of Confidentiality will be obtained for this study.  

A Certificate of Confidentiality may be appropriate in studies where sensitive information will be collected during the research (e.g., illicit drug use, illegal activities, genetic data, HIV status). 
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (If yes, provide a copy of the Certificate of Confidentiality.)
XIV.
Pediatric Studies Only 
All studies involving children must undergo a separate risk assessment.  Please indicate below your judgment of the research risks.   Check only one.  

 FORMCHECKBOX 

The research does not involve greater than minimal risk. (45 CFR 46.404)

 FORMCHECKBOX 

The research involves greater than minimal risk but presents the prospect of direct benefit to the individual subjects. (45 CFR 46.405)

 FORMCHECKBOX 

The research involves greater than minimal risk and no prospect of direct benefit to 
individual subjects, but is likely to yield generalizable knowledge about the subjects’ 
disorder or condition.    (45 CFR 46.406)

 FORMCHECKBOX 

The research is not otherwise approvable but presents an opportunity to understand, 
prevent, or alleviate a serious problem affecting the health or welfare of children. (45 
CFR 46.407)

XV.
Cancer and Cancer-Related Studies 

Does the proposed study relate to cancer or cancer prevention? 
 FORMCHECKBOX 

No

 FORMCHECKBOX 


Yes  

If yes, indicate study type below and use the Ancillary Form for PRMC Submissions. Cancer-related studies will be reviewed by the PRMC prior to HSC review.

 FORMCHECKBOX 

Therapeutic: Clinical trials with therapeutic intent using drugs, radiation, 


surgery, and/or biological agents.

 FORMCHECKBOX 

Prevention: Clinical trials for the modulation of cancer risk and inhibition 

of cancer progression using nutrition, dietary or chemoprevention 



interventions.

 FORMCHECKBOX 

Screening, Early Detection, or diagnostic: Clinical trials directly testing 
the efficacy of devices, techniques, procedures or tests for earlier/more 
accurate detection or diagnosis of disease.

 FORMCHECKBOX 

Supportive Care: Studies in which an intervention is used to improve the

 comfort and quality of life for the patient.

 FORMCHECKBOX 

Epidemiologic/Observational: Studies among cancer patients and healthy 
populations that involved no intervention or alteration in the status of the

 participants e.g.; surveillance, risk assessment, environmental and 
behavioral studies etc.

 FORMCHECKBOX 

Ancillary or Companion: Auxiliary studies that are stimulated by but not
 
a required part of a main clinical trial/study, and that utilize patient or 
other resources of the main trial to generate information relevant to it. 
Companion or ancillary studies included must be linked to an active trial 
or epidemiologic or other observational study (screening, early detection,

 diagnostic, therapeutic; or prevention) and should include only patients 
accrued to that trial or study.

 FORMCHECKBOX 

Correlative: Laboratory based studies using specimens to assess cancer 
risk, clinical outcomes, response to therapies, etc.
XVI.
Certifications
Principal Investigator Certification

As Principal Investigator,

· I agree this application accurately reflects the proposed research plan.

· I confirm that I have adequate time, assistance, equipment, support services, and finances to safety conduct this study.  

· I accept responsibility for the scientific conduct of this study and for the rights and welfare of human subjects.

· I accept responsibility to ensure that all study personnel are adequately trained for their role.

· I agree to submit any amendments to the protocol or consent form to the HSC for approval prior to implementation.
· I agree to report any problems associated with the research, in accordance with university policy and sponsor requirements.

· I agree to maintain all required research records, including consent forms, during the study.  I recognize the authority of the HSC to inspect those records.

· I agree to archive research records in accordance with the KUMC Records Retention Policy.

· I agree I will not commence research activities without final HSC approval (and full executed contract, if applicable).
_______________________________________


____________________

Principal Investigator Signature




Date

Administrative Certification

As Department Chair or Chair representative/Division Director/Dean/Executive Administrator/Center Director, I approve the submission of this proposal.  The principal investigator is qualified, and adequate resources (in terms of time, assistance, equipment, support services and finances) are available to safely conduct the research.  

Method of Scientific Review (check all that apply)

 FORMCHECKBOX 
  The scientific review has already been accomplished:

The individuals/groups below have determined that the research uses procedures consistent with sound research design, which do not unnecessarily expose subjects to risk; the research is likely answer the proposed question; and the knowledge reasonably expected to result from the research has scientific importance.  

 FORMCHECKBOX 
  NIH
 FORMCHECKBOX 
  Other external review process:  Specify      
 FORMCHECKBOX 
  GCRC Advisory Committee

 FORMCHECKBOX 
  KUMC Departmental Review Committee*
 FORMCHECKBOX 
  Department Chair/Director/Dean or a designee*

*Include a copy of the department scientific review checklist 

 FORMCHECKBOX 
  The proposal is being referred for scientific review by:

 FORMCHECKBOX 
  Protocol Review and Monitoring Committee (cancer and cancer-related proposals)

 FORMCHECKBOX 
  GCRC Advisory Committee 

_______________________________________


____________________

Signature







Date

_______________________________________

Type/Print Name 
KUMC Human Subjects Committee





Application For Full Committee Review of 


Human Subject Research





Instructions for this form are found at: � HYPERLINK "http://www2.kumc.edu/researchcompliance/hscforms.htm" ��http://www2.kumc.edu/researchcompliance/hscforms.htm�





*this form must be typed*
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