New Study Submission Form Revision #3 10/31/02

Research Study Submission Form – V2 –12/1/11

	SECTION A:  GENERAL INFORMATION

	RPCI Study Number:          Other Study #        (Co-op #, Pharmaceutical #, etc.)  

Title :       
 FORMCHECKBOX 
  Intervention Study     FORMCHECKBOX 
  Non-Intervention Study

	SECTION B:  STUDY TEAM

	CONTACT
	NAME
	Email for outside investigators 
	CONSENTER 

  

	Principal Investigator           
	     
	NA
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 


	   Regulatory Research Assoc
	     
	NA
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 

	   Co-Investigator               
	     
	     
	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
 


INSTITUTIONAL REVIEW BOARD

RESEARCH STUDY SUBMISSION FORM
	SECTION C:  STUDY TYPE, ACCRUAL AND DURATION

	PILOT  FORMCHECKBOX 


	PHASE I  FORMCHECKBOX 

	PHASE I/II  FORMCHECKBOX 

	PHASE II  FORMCHECKBOX 

	PHASE III  FORMCHECKBOX 

	PHASE IV  FORMCHECKBOX 

	OTHER      

	RPCI Target Accrual:      
(For Investigator Initiated and Industry Sponsored Studies only)

	Duration of enrollment:          
      months         year(s)  FORMCHECKBOX 
 N/A
(accrual time to meet RPCI target)


	NATIONAL Target:       (if applicable)


	SECTION D:  FUNDING
 FORMCHECKBOX 
 N/A

	Will this study be funded by a grant?

Please provide the name of the granting agency and grant # (if awarded):

Agency:         Grant #:            

If Department of Defense funding – See Appendix B
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


	Other awarded funding? (For example: Alliance award.)

Source:          Award #:       

	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Will this study be commercially supported?

If yes, who is the commercial organization/sponsor?      
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


	SECTION E:  PRIVACY 

	Does this protocol include provisions to protect the privacy interest of participants?

 FORMCHECKBOX 
  Yes  page #      
 FORMCHECKBOX 
  No; describe why provisions to protect the privacy interest of participants are not included in the protocol:       



	SECTION F:  CONFIDENTIALITY

	Does this protocol include provisions to maintain the confidentiality of the data?

 FORMCHECKBOX 
  Yes, page #     . Briefly describe where data will be housed      
 FORMCHECKBOX 
  No; describe why provisions to maintain the confidentiality of the data are not included in the protocol:        



	SECTION G:  STUDY POPULATION AND VULNERABLE SUBJECTS

	Study population will include:
(check all that apply)
	 FORMCHECKBOX 
 Males   FORMCHECKBOX 
 Females   FORMCHECKBOX 
 Children (<18 years)   FORMCHECKBOX 
 Minorities

(If the study is not gender/ethnic/racial/age group specific, the protocol must include justification for excluding women, and/or minorities or specific age groups.) 


	Age range of subjects:


	     

	Vulnerable populations


	 FORMCHECKBOX 
 Students

 FORMCHECKBOX 
 Institutionalized Persons (e.g. nursing home residents)

 FORMCHECKBOX 
 Employees

 FORMCHECKBOX 
 Educationally/economically disadvantaged
	 FORMCHECKBOX 
 Children (<18 years)

(see Appendix A)
 FORMCHECKBOX 
 Decisionally impaired persons

 FORMCHECKBOX 
 Children who are wards of the state

 FORMCHECKBOX 
 Prisoners (see note below)

 FORMCHECKBOX 
 None of the above

	The protocol must include rationale for recruiting any vulnerable populations and details regarding the additional protections.
If vulnerable populations are included, what additional  protections are in place in the protocol to ensure their rights and welfare:  

 FORMCHECKBOX 
 N/A 
OR specify additional protections:       

	Prisoners:  In addition to individuals involuntarily confined or detained in penal institutions, the term “prisoner” includes those detained in other facilities as alternatives to criminal prosecution or incarceration in penal institutions (i.e., drug treatment facilities, etc.)  

Please note, if a research subject is incarcerated or detained in an alternative facility after enrolling in a study, the PI must notify the IRB immediately


	SECTION H:  RECRUITMENT and PAYMENT TO RESEARCH PARTICIPANTS
 FORMCHECKBOX 
 N/A

	Indicate below the methods and materials that will be used for participant recruitment to this study; check all that apply and submit examples of each. 

	 FORMCHECKBOX 
  Video    FORMCHECKBOX 
  Posters    FORMCHECKBOX 
  Letters    FORMCHECKBOX 
  Newspaper/magazine ad    FORMCHECKBOX 
  TV/radio ad  

 FORMCHECKBOX 
  Written pamphlets / brochures  FORMCHECKBOX 
  Diaries    FORMCHECKBOX 
  Patient Instructions

 FORMCHECKBOX 
  Other:  Please specify:      

	Will participants receive payment for their participation?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If yes please list the amount and schedule of all payments:       



	SECTION I:  INFORMED CONSENT PROCESS 

	Are you requesting a waiver of informed consent?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
If yes, complete Request for Waiver / Documentation / Elements / of Informed Consent Form and proceed to the section K.  

If no, please detail the process of informed consent including the following:

Are you requesting a waiver of documentation of informed consent (signed consent form) or elements of informed consent?    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
If yes, complete Request for Waiver / Documentation / Elements / of Informed Consent.  
Who will provide consent or permission? (check all that may apply)

 FORMCHECKBOX 
 participant

 FORMCHECKBOX 
 legally authorized representative

 FORMCHECKBOX 
 parent or guardian

 FORMCHECKBOX 
 both parents

 FORMCHECKBOX 
 assent


What is the waiting time, if any, between informing the prospective subject and obtaining consent?  
     
What steps will be taken to minimize the possibility of coercion or undue influence?  
     
What are the languages understood by prospective subjects or their representatives?  
     
What are the languages used by those obtaining consent?  
     
Where/how will informed consent be obtained?     

 FORMCHECKBOX 
 Physician’s/Researcher’s office      FORMCHECKBOX 
 Clinic      FORMCHECKBOX 
 Telephone      FORMCHECKBOX 
 Other; specify:       
Will the subject sign a consent form prior to the initiation of any research procedure?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
Will consent be documented by signature and date on a written consent form?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
Will informed consent be scanned into EMR?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No        If no, explain:      
Do you anticipate that any subjects will be decisionally impaired due to the following:

 FORMCHECKBOX 
 N/A                                          
 FORMCHECKBOX 
 Dementia

 FORMCHECKBOX 
 Sedation                                     
 FORMCHECKBOX 
 Mental Illness

 FORMCHECKBOX 
 Emotional Distress                      
 FORMCHECKBOX 
 Learning Disability/Mental Retardation

 FORMCHECKBOX 
 Coma/Unconsciousness                  
 FORMCHECKBOX 
 Other; specify:       
If yes to any of the above, complete Section J:  Minors or Decisionally Impaired Adults



	SECTION J: MINORS OR DECISIONALLY IMPAIRED ADULTS 45 CFR 46.401 – 46.409 Subpart D
 FORMCHECKBOX 
 N/A

	Category of Research:  Check the box next to the category of research you believe your research falls under (The IRB will make a final category determination during review.):  

 FORMCHECKBOX 
 (46.404) Research involving minimal risk (the probability and magnitude of harm or discomfort anticipated are not greater than those ordinarily encountered in daily life or during routine physical or psychological test.)
 FORMCHECKBOX 
 (46.405) Research involving greater than minimal risk but of potentially direct benefit to the subject.

 FORMCHECKBOX 
 (46.406) Research involving greater than minimal risk and no prospect of direct benefit to the subject but likely to yield generalizable knowledge about the subject’s disorder or condition.

 FORMCHECKBOX 
 (46.407) Research not otherwise approvable which presents an opportunity to understand, prevent or alleviate a serious problem affecting children/decisionally impaired adults.


	SECTION K:  DATA AND SAFETY MONITORING
 FORMCHECKBOX 
 N/A

	The NIH policy on data and safety monitoring requires oversight and monitoring of all intervention studies to ensure the safety of participants and the validity of the data.  A detailed Data and Safety Monitoring Plan must be included as part of all studies submitted for review by Institutional Review Board (IRB)

	Does this study include a Data and Safety Monitoring Plan (DSMP)?

 FORMCHECKBOX 
  Yes  page #      
 FORMCHECKBOX 
  No; describe why a DSMP is not included:       
Provide a brief description of provisions for monitoring data to ensure the safety of participants:       
Is there a Data and Safety Monitoring Board (DSMB)?  

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 RPCI DSMB   FORMCHECKBOX 
 RPCI Phase I Committee   FORMCHECKBOX 
 Sponsor:          FORMCHECKBOX 
 Independent:      
 FORMCHECKBOX 
  No
Is this a RPCI Investigator Initiated study that requires a special interim analysis?

 FORMCHECKBOX 
  Yes 
If, yes, please indicate the interim accrual targets:  

1st:             2nd:             3rd:        OTHER:      
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Not applicable (This would be N/A for Industry sponsored trials)



	SECTION L:  RISK BENEFIT ASSESSMENT

	Describe the risks and potential benefits of the research:       
(Note: Risks can include physical, psychological, social, economic, and/or legal risks)

Provide a description of procedures being performed already for diagnostic or treatment purposes:       


	SECTION M: MULTI-CENTER STUDIES 
 FORMCHECKBOX 
 N/A

	

	Where will this study be conducted?   Please check all that apply.  

(No need to check sites other than RPCI, if this is an Industry sponsored (PH) trial)

 FORMCHECKBOX 
  RPCI                FORMCHECKBOX 
  University at Buffalo

 FORMCHECKBOX 
  VA Hospital    FORMCHECKBOX 
  Rochester General Hosp.                     FORMCHECKBOX 
  Cayuga Medical Center

 FORMCHECKBOX 
  Bradford Regional Medical Center

 FORMCHECKBOX 
  Other Institution / office:  Please specify:       
Please provide contact information for each site:      
Has the site granted permission for the research to be conducted:  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

Does the research site have an IRB?        FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If yes, has the research been approved?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

OR 

Will the organization rely upon RPCI’s IRB for review?  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
Please provide contact information for each site:      
Has the site granted permission for the research to be conducted:  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

Does the research site have an IRB?         FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If yes, has the research been approved? 
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

OR 

Will the organization rely upon RPCI’s IRB for review?  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
Please use additional pages as needed to provide contact information and IRB information for ALL sites.

If RPCI PI is the Lead PI on the study please include detailed information on how information relevant to the protection of participants will be managed:       
Network sites are aware of RPCI policy on reporting unanticipated problems involving risks to participants or others, interim results and protocol modifications.


	SECTION N:   CHECK ALL THE ITEM(S) INVOLVED IN THIS STUDY AND 
 FORMCHECKBOX 
 N/A
COMPLETE THE CORRESPONDING SECTIONS(S) 

	 FORMCHECKBOX 
 Section O:  Surgery / Invasive Procedures 
 FORMCHECKBOX 
 Section P:  Radiology / Non-Invasive Procedures

 FORMCHECKBOX 
 Section Q:  Biosafety Committee Review 
 FORMCHECKBOX 
 Section R:  Use of Nanoparticles

 FORMCHECKBOX 
 Section S:  Collection of Biological Specimens
 FORMCHECKBOX 
 Section T:  RPCI Resources
 FORMCHECKBOX 
 Section U:  Drugs / Placebos / Biologics / Other Agents

 FORMCHECKBOX 
 Section V:  Medical Devices
 FORMCHECKBOX 
 Section W:  Behavioral Interventions
 FORMCHECKBOX 
 Section X:  Survey Instruments



	SECTION O:  SURGERY  / INVASIVE PROCEDURES
 FORMCHECKBOX 
 N/A 
(If applicable - Add Surgeon as an Co-Investigator)

	Name and describe the procedures:

     

	Are any of these procedures investigational?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  If yes, please continue with the questions.

	List the names of all investigators who are credentialed to perform these procedures:

     

	Describe, in detail, any risks associated with the use of these procedures and the precautions that will be taken to minimize these risks (Note: not all risks are physical, immediate, or exclusive to the individual subject):

     


	SECTION P:  RADIOLOGY / NON-INVASIVE PROCEDURES                                   
 FORMCHECKBOX 
 N/A 

	Name and describe the procedures (include reasons for their use):

     

	Are any of these procedures investigational?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  If yes, please answer the next two questions.

	List the names of all investigators who are credentialed to perform these procedures:

     

	Describe, in detail, any risks associated with the use of these procedures and the precautions that will be taken to minimize these risks (Note: not all risks are physical, immediate, or exclusive to the individual subject):

     

	RADIOLOGY (If applicable, add Radiologist as Co-Investigator)
Are x-rays included in this study?  
If yes, what type of x-rays will be done?      
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Does the study have any nuclear medicine requirements?
If yes, describe type of scan: (i.e. PET, Bone, MUGA, Renal):         
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Are there any other radiology requirements in this study not mentioned above?
If yes, please describe:       
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Will tumor measurements be needed to follow patients for response?  

(If yes, please send the study to Sandra Scheib, MSN)
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	RADIATION MEDICINE (If applicable, add Radiation physician as a Co-Investigator
Is radiation included in this study?  

Is radiation involved for research purposes?  
(Please notify Department Head, Dr. Kuettel)
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No




	SECTION Q:  BIOSAFETY COMMITTEE REVIEW
 FORMCHECKBOX 
 N/A

	Does this research proposal involve the deliberate transfer of recombinant DNA/RNA, or DNA or RNA derived from recombinant DNA, into human subjects (human gene transfer)?  
(If yes, please answer the questions below and be aware that the study must have Institutional Bio-Safety Committee and Federal Bio-Safety review before being implemented.) 
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No


	What is the nature of the genetic material that will be administered to the research participant?

1. Cloned or synthetic DNA/RNA

2. Live Vector, including virus, bacteria, yeast, etc

3. Cells expressing recombinant DNA/RNA

4. Encapsulated rDNA/RNA including liposomes, microparticles, nanoparticles,etc
Please Note:  Institutional Bio-Safety Committee approval must be obtained from each institution at which recombinant DNA material will be administered to human subjects. 

Exemptions:
Human studies in which induction or enhancement of an immune response to a vector-encoded microbial immunogen is the major goal, such an immune response has been demonstrated in model systems, and the persistence of the vector-encoded immunogen is not expected, are exempt from Appendix M-I, Requirements for Protocol Submission, Review and Reporting – Human Gene Transfer Experiments
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No


	Does the study represent possible risk to the environment or to person(s) other than the human subjects receiving the experimental treatment or the environment? (Ex:  shedding of the infectious agent.)  If yes, please describe specifics here:       
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No


	SECTION R:  USE OF NANOPARTICLES
 FORMCHECKBOX 
 N/A

	Does this research proposal involve the use of nanoparticles?  

If yes, please contact Joe Moslow, Director, Occupational and Environmental Safety


	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No



	SECTION S:  COLLECTION OF BIOLOGICAL SPECIMENS 
 FORMCHECKBOX 
 N/A

	Do you plan to use or collect blood, tissue or other biospecimens as part of this research study?  If yes, describe specimen collection procedures and any risk involved:       
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Is the collection of biological specimens required for participation?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Are you using retrospectively collected samples (specimens are already in existence at the time of the proposed research)?
Will these samples be coming from a RPCI Core Resource (e.g., Tissue Procurement or DBBR)?


If yes, please include specimen bank name or RPCI protocol number:       
Will you be receiving specimens from an outside source:


If yes, please specify:       
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Will you be collecting samples prospectively?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Will the specimens be banked for future use?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Will specimens be obtained from procedures being performed for non-research purposes?


If yes, would these samples otherwise be discarded?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Are the samples anonymous (impossible to link to an individual)?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Does your research involve genetic testing?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Do you plan to share specimens with other investigators not involved with the study?  

Please specify:       

If yes, will specimens be de-identified?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Is there a potential for commercial use of these samples?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


	SECTION T:  RPCI RESOURCES

N/A  FORMCHECKBOX 


	Clinical Research Services (CRS)
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Investigational Drug Service (IDS)
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Ambulatory / Outpatient Services (Clinical research center, chemo-infusion, phlebotomy, outpatient clinic, etc.)
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Inpatient Services
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Social Work
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	Other RPCI Services

Please specify:      
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


	SECTION U: DRUG / PLACEBO / BIOLOGICS / OTHER AGENTS
N/A  FORMCHECKBOX 


	DRUG / AGENT NAME

(List all primary drugs used in study. 
Use additional pages as needed)
	PROVIDER 

(Drug company or sponsor name)

	     

	     
 FORMCHECKBOX 
  Investigational Supply    FORMCHECKBOX 
  Commercial Supply 

	     

	     
 FORMCHECKBOX 
  Investigational Supply    FORMCHECKBOX 
  Commercial Supply

	     

	     
 FORMCHECKBOX 
  Investigational Supply    FORMCHECKBOX 
  Commercial Supply

	     

	     
 FORMCHECKBOX 
  Investigational Supply    FORMCHECKBOX 
  Commercial Supply

	     

	     
 FORMCHECKBOX 
  Investigational Supply    FORMCHECKBOX 
  Commercial Supply

	     

	     
 FORMCHECKBOX 
  Investigational Supply    FORMCHECKBOX 
  Commercial Supply

	     

	     
 FORMCHECKBOX 
  Investigational Supply    FORMCHECKBOX 
  Commercial Supply

	Please submit Investigator Brochures for each investigational agent

	Does this study have an existing RPCI or sponsored Investigational New Drug (IND) Application?


If yes, please provide the IND #:       

	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

	On initial submission, include IND Sponsor Letter on sponsor letterhead addressed to the PI stating the following: IND#, IND status, activation date and permission for the PI to conduct the study under the IND

	Do you anticipate that an IND application will need to be submitted to the FDA? 

[This pertains to RPCI Investigator Initiated trials. Each application is to be prepared and submitted through Clinical Research Services (CRS). The Office of Research Subject Protection (ORSP) will coordinate submission of the application to the FDA. All correspondence will then come through the ORSP, be scanned and emailed to the PI and CRS.  (See IRB Policy 204.1)]
FDA approved drugs and other agents used for non-approved indications may require an IND application to the FDA.
For further guidance, please refer to the FDA Guidance for Industry entitled “IND Exemptions for Studies of Lawfully Marketed Drug or Biological Products for the Treatment of Cancer”.

	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


	The clinical investigation of a drug product that is lawfully marketed in the United States is EXEMPT from the IND requirements if all the following apply:

 FORMCHECKBOX 
  The investigation is not intended to be reported to FDA as a well-controlled study in support of a new indication for use nor intended to be used to support any other significant change in the labeling for the drug;

 FORMCHECKBOX 
  If the drug that is undergoing investigation is lawfully marketed as a prescription drug product, the investigation is not intended to support a significant change in the advertising for the product;
 FORMCHECKBOX 
  The investigation does not involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product; 
 FORMCHECKBOX 
  The investigation is conducted in compliance with the requirements for IRB review and informed consent [21 CFR parts 56 and 50, respectively] and;
 FORMCHECKBOX 
  The investigation is conducted in compliance with the requirements concerning the promotion and sale of drugs [21 CFR 312.7]. 

If you feel you do not need to apply for an IND based on the five criteria above, please explain and submit supporting scientific literature with the initial review.



	SECTION V: MEDICAL DEVICES [21 CFR 812}
N/A  FORMCHECKBOX 
 

	DEVICE NAME


	PROVIDER 

(Device company or sponsor name)
	CONTACT 

(Name,Address, Phone, E-mail)

~Not applicable if device not provided~

	     
	     
Not Provided:  FORMCHECKBOX 

	     


	     
	     
Not Provided:  FORMCHECKBOX 

	     


	Is this an investigational device?
OR is this an investigational use of an approved device?

	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


	If yes to either of the above questions, what is the sponsor’s classification of the devise?

 FORMCHECKBOX 
  Significant Risk (SR)     FORMCHECKBOX 
  Non-Significant Risk (NSR)



	Has the device been submitted to the FDA for review?

If pending, submit FDA documents when received
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
   FORMCHECKBOX 
  Pending



	If yes, or pending, date filed:       
     Premarket Notification (510K)                    Provide #     
 FORMCHECKBOX 
 Class I
 FORMCHECKBOX 
 Class II

     Investigational Device Exemption (IDE)     Provide #     
 FORMCHECKBOX 
 SR
 FORMCHECKBOX 
 NSR

     Humanitarian Device Exemption (HDE)     Provide #     
Describe, in detail, your plans to control access to this device so that it will be used only in approved research protocols and under the direction of approved investigators:  

     



	SECTION W: BEHAVIORAL INTERVENTIONS 
N/A  FORMCHECKBOX 


	Name and describe the intervention(s) in detail (include reason(s) for their use):

     


	Describe, in detail, any risks associated with the use of these interventions and the precautions that will be taken to minimize these risks (Note: not all risks are physical, immediate, or exclusive to the individual subject):

      



	SECTION X: SURVEY INSTRUMENTS
N/A  FORMCHECKBOX 


	Does this study utilize any survey instruments (pain, QOL, prognostic, etc.)?   

If yes, complete A and B below
A.  Has the Investigator received copyright approval?

B. Who is responsible for scoring the instrument?        
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No



Research Involving Children - Protocol Specific Determinations                     Appendix A

Part I: Risk Categories

Please complete ONLY ONE category in Part I

	Category 1 - Not Greater than Minimal Risk                                                 FORMCHECKBOX 
  45CFR46.404                                   FORMCHECKBOX 
 N/A

	Please note: a signed parental permission document from one parent is sufficient for this research.

	No greater than minimal risk to children is presented. 


*Some studies may have more than one risk level – if so, please explain in the comment section below 

	Category 2 -   Greater than Minimal Risk but presents the prospect of Direct Benefit        FORMCHECKBOX 
 45CFR46.405        FORMCHECKBOX 
 N/A

	Please note: a signed parental permission document from one parent is sufficient for this research.

	Description (All must apply):

	· More than minimal risk to children is presented by an intervention or procedure that holds out the prospect of direct benefit for each individual participant or by a monitoring procedure that is likely to contribute to the participant’s well-being. 

· The risk is justified by the anticipated benefit to the participants. 

· The relation of the anticipated benefit to the risk is at least as favorable to the participants as that presented by available alternative approaches. 




	Category 3 - Greater than Minimal Risk, presents no prospect of direct benefit to individual participants, but likely to yield generalizable knowledge about the subject's disorder or condition 

  FORMCHECKBOX 
 45CFR46.406                         FORMCHECKBOX 
 N/A

	Please note:  Signed Parental permission from both parents must be documented through the use of signed permission documents unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.

	Description (All must apply):

	· More than minimal risk to children is presented by an intervention or procedure that does not hold out the prospect of direct benefit for the individual participant, or by a monitoring procedure, which is not likely to contribute to the well-being of the participant. 

· The risk represents a minor increase over minimal risk. 

· The intervention or procedure presents experiences to participants that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations. 

· The participants have a disorder or condition. 

· The intervention or procedure is likely to yield generalizable knowledge about the participants’ disorder or condition which is of vital importance for the understanding or amelioration of the participants’ disorder or condition. 




	Category 4 – Not Otherwise Approvable                                                                FORMCHECKBOX 
 45CFR46.407 

(i.e. doesn’t meet the requirements of Categories 1-3 above)
	CHECK IF APPLICABLE

	Please contact the ORSP for further procedures and instructions
	


	Additional Comments or Explanations:

	


PART II: Parental Permission and Assent

Fill out at least one option in each section below

	Parental Permission 45CFR46.408 (b)

	Indicate ALL methods of Parental Permission to be used in the study and provide additional information as requested:
	CHECK

	1. Parental permission will not be obtained because the research meets the requirements for waiver of consent (for example, a retrospective chart review study)

Submit “Waiver of Consent” form
	

	2. Signed parental permission document from one parent will be obtained 

      Category 1 or 2 only
	

	3. Signed Parental permission from both parents will be documented unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.

      Category 3
	

	4. Permission of one parent shall be obtained through a verbal procedure as detailed in the protocol 

      (Note: only use if the research qualifies for waiver of written documentation of consent) 

      Category 1 or 2 only
	

	5. Parental Permission will not be obtained because the research is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (for example, neglected or abused children) and an appropriate mechanism for protecting the children who will participate as subjects in the research is substituted.
	

	a. Briefly state why parental or guardian permission would not reasonably provide protection to the subjects:

b. What is the mechanism that will be substituted for parental permission to ensure that children are protected to the extent that they would be if a parental permission were to be obtained:


	


	Assent 

	Indicate ALL methods of Assent to be used in the study and provide additional information as requested:
	CHECK

	1. Assent will not be obtained because the Research meets the requirements for waiver of consent (for example, a retrospective chart review study)

      Submit “Waiver of Consent” form
	

	2. Signed Documentation of Assent will be obtained
	

	3. Verbal Assent will be obtained and adequately documented (e.g., for children who are too young to read or write) Note: this is generally not applicable for clinical research
	 

	4. Assent will not be required because the capability of some or all of the children is so limited that they cannot reasonably be consulted
	

	a. Explain why the ages, maturity, and/or psychological state of the children involved in this protocol prevents assent from being obtained: 

b. If assent can be obtained from some children and not others, state which children will and which will not provide assent:




	Assent (continued)
	CHECK

	5. Assent will not be required because the intervention or procedure involved in the research holds out a prospect of direct benefit that is important to the health or well-being of the children and is available only in the context of the research 

      Category 2 only
	

	a. What is the direct benefit to the child?

b.  Why it is available only within the research context?




	Additional Comments or Explanations:

	


	



Appendix G Additional Federal Criteria 

	The purpose of this worksheet is to provide support for IRB members reviewing research regulated by specific federal agencies. This worksheet must be used. It does not need to be completed or retained. (LAR = “subject’s legally authorized representative”)

	

	Additional Criteria for the Department of Defense (DOD) Research (Check if “Yes” or “N/A”. All must be checked)

	 FORMCHECKBOX 

	The investigator and research staff are aware of the specific requirements of research under an addendum of the DOD and have been educated about these requirements.

	 FORMCHECKBOX 

	The research does NOT involve prisoners of war as subjects. This includes any person capture, detained, held, or otherwise under the control of personnel of the DOD (military and civilian, or contractor employee). Such persons include: Enemy Prisoners, Civilian Internees, Retained Persons, and Lawful and Unlawful Enemy Combatants. Such persons do not include personnel of the DOD being held for law enforcement purposes.

 FORMCHECKBOX 
 N/A

	 FORMCHECKBOX 

	Military personnel will not paid for research conducted during duty hours.

 FORMCHECKBOX 
 N/A

	 FORMCHECKBOX 

	If the research involves a survey performed on DOD personnel approval will be obtained from the DOD before the research commences. (“N/A” if no survey with DOD personnel)

 FORMCHECKBOX 
 N/A

	 FORMCHECKBOX 

	If the research involves an interventions or interactions with subjects (“experimental subjects”), the research does not involve a waiver of consent or parental permission unless a waiver is obtained from the Secretary of Defense. (“N/A” if no interactions or interventions with subjects)

 FORMCHECKBOX 
 N/A

	 FORMCHECKBOX 

	If the research Involves cognitively impaired adults, there is anticipated direct benefit to the subject

	 FORMCHECKBOX 

	For research involving more than Minimal Risk to subjects: (“N/A” if no more than Minimal Risk)
 FORMCHECKBOX 

An independent medical monitor has been appointed by name HERE:      .

 FORMCHECKBOX 

The medical monitor is a physician, dentist, psychologist, nurse, or other healthcare providers capable of overseeing the progress of the research protocol, especially issues of individual subject/patient management and safety.

 FORMCHECKBOX 

The medical monitor is independent of the investigative team

 FORMCHECKBOX 

The medical monitor possessed sufficient educational and professional experience to serve as the subject advocate.

 FORMCHECKBOX 

The medical monitor has the authority to stop a research study in progress, remove individual subjects from a study, and take whatever steps are necessary to protect the safety and well-being of research subjects until the IRB can assess the medical monitor's report.

 FORMCHECKBOX 
 N/A

	 FORMCHECKBOX 

	For research involving military personnel: (“N/A” if not involving military personnel)
 FORMCHECKBOX 

Unit officers and noncommissioned officers will not influence the decisions of their subordinates to participate or not to participate as research subjects.

 FORMCHECKBOX 

Unit officers and senior non-commissioned officers in the chain of command will not be present at the time of research subject solicitation and consent during any research recruitment sessions in which members of units under their command are afforded the opportunity to participate as research subjects.

 FORMCHECKBOX 

When applicable, officers and non-commissioned officers so excluded will be afforded the opportunity to participate as research subjects in a separate recruitment session.

 FORMCHECKBOX 

During recruitment briefings to a unit where a percentage of the unit is being recruited to participate as a group, an ombudsman not connected in any way with the proposed research or the unit will be present to monitor that the voluntary nature of individual subjects is adequately stressed and that the information provided about the research is adequate and accurate.

 FORMCHECKBOX 
 N/A

	 FORMCHECKBOX 

	The disclosure regarding provisions for research-related injury follows the requirements of the DOD component. (“N/A” if no human subjects are involved.)

 FORMCHECKBOX 
 N/A

	 FORMCHECKBOX 

	When conducting multisite research a formal agreement is required to specify the roles and responsibilities of each party including a Statement of Work (SOW) and specific assignment of responsibilities. (“N/A” if not multisite research.)

 FORMCHECKBOX 
 N/A

	 FORMCHECKBOX 

	If the research involves Human Subjects who are not U.S. citizens or personnel of the DOD, and is conducted outside the United States, and its territories and possessions: (“N/A” if no category applies)
 FORMCHECKBOX 

The permission of the host country has been obtained.

 FORMCHECKBOX 

The laws, customs, and practices of the host country and the United States will be followed.

 FORMCHECKBOX 

An ethics review by the host country, or local IRB with host country representation, will take place.

 FORMCHECKBOX 
 N/A
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