Version 2-17-07


Note:  Italicized items are to help you complete the application.  

APPLICATION TO UNDERTAKE RESEARCH INVOLVING HUMAN SUBJECTS

Stratton VA Medical Center
1. 
Date:
2.
Title of Research Project: (Title must match your grant)

3.
Sponsor of this Research Project:

Sponsor Protocol #:


Is this a federally sponsored project?

( Yes

( No

Has funding been requested?


( Yes

( No

What is the source of the funding request?                                                         

4.
Principal Investigator(s)
Department/Address

Telephone/Beeper/Fax/e-mail


Co-Investigator(s) 

Department(s)/Addresses
Telephone/Beeper/Fax(s)/e-mail

5.
This Protocol is to be considered for (check only one box):
( Full Review
( Expedited Review*
( Exempt  Review*

     * cite the specific paragraph from Federal Guidelines (see Procedures/ SOP’s posted on Research website)

6.
The proposed research will be carried out in cooperation with the following institution(s):
7.
Proposed Age Group of Subjects (range): _______    Proposed # of Subjects (at this site):______

8.
Type of Research Activity (select all that apply):
( Clinical   (Behavioral   (Retrospective Medical Record Review/Database   (Educational   (Survey/Questionnaire   (Cancer   (Device 
Yes
No

  (
 (
Will this protocol be conducted at the STRATTON VA MEDICAL CENTER facility?



  (
 (
Will this protocol be conducted at a facility other than the STRATTON VA MEDICAL CENTER?

	If Yes, (if some protocol procedures are to be conducted at a non-STRATTON VA MEDICAL CENTER facility)

	1) Please provide the name and describe the off-site facilities at which procedures are to be conducted.

	

	2) Have the off-site facilities granted permission for the research to be conducted?

	

	3) Please describe the procedures to be conducted off-site.

	

	4) What role will be played by off-site individuals not employed by the Stratton VA Medical Center?

	

	5) What provisions are there for communication with the off-site personnel?

	

	6) What will be the role of the off-site institution’s IRB?

	

	7) Collaborators should provide letters of intent to collaborate.  Please submit copies of letters.


  (
 (
Will this protocol recruit in-patients?

  (
 (
Will this protocol recruit out-patients?

  (
 (
Does this research use a drug(s) in human subjects?
	If yes, (Drug In Human Subjects) please complete the following 5 items:

	1) Is this research    ( Phase I        ( Phase II        ( Phase III        ( Phase IV        ( other

	2) This research uses (check all that apply)  

	( FDA approved drug for a non-FDA approved use 

	( Investigational drug not marketed in the US  

	( FDA approved drug for an FDA approved use

	3) Name of sponsor of the research: ______________________________________________

	               Yes
No

	4)    (
 (
Does the sponsor of this research hold an IND?

	IND Number: ________________(if the IND# is not on the protocol, you must submit written verification from the sponsor (email or letter) that the IND # is the correct one for this protocol)

	5)    (
 (
Is the applicant a sponsor-investigator (protocol is investigator initiated)?  
                                    If Yes answer Drug 5A) and Drug 5B), below.

	5A) (
 (
FDA waived the requirement for an IND (letter must be attached)

	5B) (
 (
FDA granted an IND.  IND number: __________________________

	(IND application and letter granting the IND must be attached)

5C)  What provisions have been made for external auditing or monitoring and verifying to the IRB of  required annual reporting to FDA?


Yes
No

  (
 (
Does this research use an investigational medical device with human subjects?

	If yes, (Medical Device In Human Subjects) please complete the following 4 items complete the device application supplement form on the web site.:

	        Yes
 No

	1)    (
 (
Does this research use an FDA approved device for a non-FDA approved use?

	2) Name of sponsor of the research: _____________________________________________

	3)    (
 (
Does the sponsor of this research hold an IDE?

	IDE Number: ________________(if the IDE# is not on the protocol, you must submit written verification from the sponsor (email or letter) that the IDE # is the correct one for this protocol)

	4)    (
 (
Is the applicant a sponsor-investigator (protocol is investigator initiated)?

	                                    If Yes answer Device 4A) and Device 4B), below.

	4A) (
 (
FDA waived the requirement for an IDE (letter must be attached)  

	4B) (
 (
FDA granted an IDE.  IDE number ____________________________

	


(IDE application and letter granting the IDE must be attached)


Yes
No

  (
 (
Will this study use an Independent Data Safety Monitoring Board (DSMB)?

  (
 (
Will fetal tissue be used?

  (
 (
Will surgical or autopsy tissue be used?

  (
 (
Will "discard specimens" be used?
If yes, disclose source:           

  (
 (
Will there be an advertisement for subject recruitment?  If yes, it must also be submitted

for approval.

  (
 (
Is there a survey/questionnaire? 
If yes, attach document(s)

  (
 (
Will data banks, data archives or medical records be used?

  (
 (
Will there be filming or video recording of subjects?

  (
 (
Will there be audio or voice recording of subjects?

  (
 (
Will there be a subject inducement/payment?  

If yes, provide Total amount, Form of payment and Schedule of payments, including the Timing of payments.: ____________________________________________________

  (
 (
Will radioisotopes be given?     If yes, attach on a separate sheet a list of type and dose given. If yes, additional copies of the submission are required (refer to the Research website or contact Research Service at 518-626-5626).

  (
 (
Has this application been submitted to the Radiation Safety Committee?

  (
 (
Will a placebo be used in this study?

  (
 (
Will a subject control group be used?

If yes, (describe source, number, sex, age and 

special characteristics, if any):

  (
 (
Are any classes of persons being excluded as subjects for the study?  If yes: Please provide the scientific and ethical reasons for excluding the class or classes of persons.: __________________________________________________________________________________

__________________________________________________________________________________
  (
 (
Will the services of Pharmacy Service be used?  (If so, provide support letter.)

  (
 (
Will the services of Radiology Service be used?  (If so, provide support letter.)

  (
 (
Will the services of Pathology and Laboratory Service be used?  (If so, provide support letter.)

  (
 (
Provision has been made for the collection of the following subject data and reporting of this data upon continuing review as required by VHA Handbook 1200.5, Requirements For The Protection of Human Subjects In Research:

	Collect Data
To Be Provided Upon Continuing Review


	White/ Non-Hispanic
	White/ Hispanic
	Black/African American Non-Hispanic
	Black/African American Hispanic
	Asian 
	Native Hawaiian or Other Pacific Islander
	American Indian or Alaskan Native
	Other or Unknown

	Male
	Since the initiation of this project
	 
	 
	 
	 
	 
	 
	 
	 

	Male
	Since the last report
	 
	 
	 
	 
	 
	 
	 
	 

	Female
	Since the initiation of this project
	 
	 
	 
	 
	 
	 
	 
	 

	Female
	Since the last report
	 
	 
	 
	 
	 
	 
	 
	 

	 
	Total
	 
	 
	 
	 
	 
	 
	 
	 

	Number and categories of subjects enrolled who are members of vulnerable populations (children, prisoners, pregnant women, mentally disabled persons, economically disadvantaged, educationally disadvantage) 


NOTE: The total number of subjects enrolled includes ALL consented subjects.
9.
Background and Purpose of Proposed Study:   State briefly the reason for doing the study.  What question(s) is it designed to answer and why is the question being asked?  Include full references to no more than three key literature citations, if appropriate.  
10. 
Outline of Proposed Study and Study Design:  State briefly but precisely what is to be done.  Describe the study design (if not specifically described in the submitted protocol).  If the study is to be conducted according to a detailed protocol of a pharmaceutical company or other outside agency, include a summary here and attach the full protocol as an appendix.  If the study involves the use of a questionnaire or structured interview, attach the text of such instruments as an appendix.  If this is a clinical trial, provide schema/diagram of data points specific to this study.  Describe the setting that the study will take place in.  A study design comparing two or more interventions in which the investigators, the subjects, or some combination thereof, do not know the treatment group assignments of individuals subjects is sometimes called a masked study design.  Note: IRB review focuses on the scientific merit and adequacy of experimental design as well as on issues of safety and protection of confidentiality.  
If this research project involves: (a) the collection or study of existing data, documents, records, or specimens OR (b) materials (data, documents, records, or specimens) that have been collected or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis) you must submit the data collection tool or provide a listing of all of the data points specific to this study.  

11.
Subjects:  State the kind(s), ages, sex, and number of subjects to be studied.  Indicate the criteria for the selection of the proposed kinds and numbers of subjects.  Provide inclusionary criteria.  Provide exclusionary criteria.  Indicate composition of control groups.  If vulnerable populations, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons are to be studied, provide the reason(s) for their inclusion  

Will some or all of the subjects likely to be vulnerable to coercion or undue influence?  

 Yes
No

  (
 (
If YES, have additional safeguards have been included in the study to protect the rights and welfare of these subjects? 

Yes
No

· (
12.
Use Of Subjects Who Are Legally Incompetent Or Who Have Impaired Decision Making Capacity (IDMC):  (See SOP on Impaired Decision Making Capacity for a description of individuals who can serve as a legally authorized representative and provide surrogate consent.)
Yes
No

  (
 (
Are Subjects who are legally incompetent or who have impaired decision making capacity (IDMC) to be included in the study population?

If Yes, please provide a description of how each of the three criteria, for inclusion of subjects who are legally incompetent or who have IDMC, are met.  If these criteria are met, the IRB may approve the inclusion of incompetent subjects or subjects with impaired decision-making capacity in research projects on the basis of informed consent from authorized representatives.  Sections with guidance are provided below for each criterion.

Criteria (1) Only incompetent persons or persons with impaired decision making capacity are suitable as research subjects.  Competent persons are not suitable for the proposed research.  The investigator must demonstrate to the IRB that there is a compelling reason to include incompetent individuals or persons with impaired decision-making capacity as subjects.  Incompetent persons or persons with impaired decision-making capacity must not be subjects in research simply because they are readily available.

Guidance for Criteria 1.
Criteria one says that persons with IDMC must be necessary to the research.  If the research can produce valid results without them, then persons with IDMC may not be included.  The following sentence in criteria one permits both subjects with IDMC and those who do not have IDMC to be included in the study if there is a compelling reason to do so for the scientific validity of the research.  “The investigator must demonstrate to the IRB that there is a compelling reason to include incompetent individuals or persons with impaired decision-making capacity as subjects.”  

If this criteria is met, the investigator must attest to the fact that subjects who are incompetent or who have IDMC are needed in order to have a representative sample of subjects with the condition/characteristic being studied.  (This can include studies with just those with IDMC or studies that combine both those with IDMC and those who do not have IDMC.)  This must be briefly explained as in the following hypothetical examples.

·  “In this study involving the ER, patients may have IDMC because they are physically incapacitated, in great pain or very upset and this is directly related to their reason for being in the ER.  Eliminating these individuals would not provide a representative sample of ER cases.  A scientifically valid sample could not be obtained without including both subjects with IDMC and those who do not have IDMC.”

·  “In this cancer medication trial, patients may have IDMC due to brain metastasis, pain medication or other causes related to the cancer.  Eliminating these individuals would not provide a representative sample of cancer cases.  A scientifically valid sample could not be obtained without including both subjects with IDMC and those who do not have IDMC.”

Criteria 1 Description.  State how criteria one is met for inclusion of persons who are legally incompetent or who have impaired decision making capacity (IDMC):

Guidance for Criteria 2.
The investigator must attest to the fact that the research entails no significant risks, tangible or intangible, or if the research presents some probability of harm, the investigator must explain how there is at least a greater probability of direct benefit to the participant.
Criteria 2 Description..  State how criteria two is met regarding risks for inclusion of persons who are legally incompetent or who have impaired decision making capacity (IDMC):

Guidance for Criteria 3.
The investigator must indicate that procedures have been devised to inform the participant’s representatives (surrogates) of their roles and obligations to protect incompetent subjects or persons with impaired decision making capacity. The surrogate must be given descriptions of both proposed research studies and the obligations of the person’s representatives.  They must be told that their obligation is to try to determine what the subject would do if competent, or if the subject's wishes cannot be determined, what they think is in the incompetent person's best interest.

Criteria 3. Description.  Describe procedures to be followed to inform surrogates of their roles and obligations to protect subjects who are legally incompetent or who have impaired decision making capacity (IDMC):

13. 
Additional Protections for Vulnerable Subjects:  
Only check Yes, for populations below, if the Vulnerable Population is a specific target of your research: 

	Yes
	No
	
	Yes
	No
	
	Yes
	No
	

	(
	(
	PRISONERS
	(
	(
	FETUSES
	(
	(
	MENTALLY DISABLED

	(
	(
	ECONOMICALLY OR EDUCATIONALLY DISADVANTAGED PERSONS
	(
(
	(
(
	PREGNANT WOMEN

NOT APPLICABLE


The populations listed above are categorized as vulnerable to coercion or undue influence in regulations.  Other subjects populations may be vulnerable as well.  Where some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as persons with acute or severe physical or mental illness, or persons who are economically or educationally disadvantaged, the protocol submitted by the investigator to the IRB will include appropriate additional safeguards to protect the rights and welfare of these subjects.  If additional safeguards are described in the Protocol state: “Additional Safeguards described in protocol.”  If not described in protocol, describe here.  
14. Recruitment of Subjects:  Describe the methods that will be employed to identify and recruit subjects.  THIS INCLUDES DATA BASE STUDIES. 
15.
 Drugs:   Provide specific information on proposed dosage levels and schedules, including placebo, if any.   Include both the generic and commercial name of each drug and summarize available information on efficacy and side effects.  If none are to be administered, enter this statement:  "No drugs will be given".
16.
Blood Sampling:  State the volume to be drawn on each occasion and the frequency of sampling from the same subject.  If none is to be drawn, enter this statement:  "No blood will be drawn".

17. Potential Risks and Discomforts:   What are the potential risks/discomforts associated with each intervention or research procedure?  If data are available, estimate (a) the probability that a given harm may occur, (b) its severity, and (c) its potential reversibility.  Loss of confidentiality is generally among the risks of the research.   If no such risk is anticipated, state why this is so.  Note:  A risk/discomfort is a potential harm associated with the research that a reasonable person would consider important in deciding whether to participate in the research.  Risks can be generally categorized as physical, psychological, sociological, economic, and legal.  
18.  Minimizing Risks:   What procedure(s) will be utilized to prevent/minimize risks or discomfort?  Note:  Potential risks and discomforts must be minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk.  Risks should be minimized, whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.  This section should reflect that all appropriate steps will be taken to protect subjects from harm.  

19.  Anticipated Benefits Of The Research (a. benefit to subjects, b. the importance of the knowledge to be expected):
a. In their consideration of the risks versus the benefits of the research, the IRB requires information on the anticipated benefits to subjects.  If there are no anticipated direct benefits to subjects, this must be stated.  

b. The IRB also requires information describing the importance of the knowledge that may be reasonably expected to result from the research. 
20. Part A. Confidentiality
Confidentiality pertains to the treatment of information that an individual has disclosed in a relationship of trust and with the expectation that it will not be divulged to others in ways that are inconsistent with the understanding of the original disclosure without permission.
20.A.1.) Describe in adequate detail what measures will be taken to protect the confidentiality of the data to be obtained. e.g. destruction of key code, third party control of key code, physical security, deidentified data collection, etc.”  

20.A.2.) Describe provisions for Storage of data (electronic media, tissues, records, etc.)
20.A.3.) Describe plans for Return or Destruction of protected health information.
20.A.4.) If research data will be shared with individuals other than the study team at the Stratton VAMC, how will data be transferred or transmitted?

20.A.5.) Will identifiable protected health information be provided to anyone outside of the PI and study team members listed on this application?  If YES, describe to whom, what information will be provided and how the recipient will store and secure that information.

Part B. Privacy

Privacy can be defined in terms of having control over the extent, timing, and circumstances of sharing oneself (physically, behaviorally, or intellectually) with others.
20. B. 1.) Describe provisions to protect privacy (may include curtains or private rooms for changing clothes, private areas for discussion, or other approaches to giving the subjects control over the sharing of themselves).  
20. B. 2.) Describe the specific method to be used to obtain information (such as: laboratory results, questionnaires, specific assessments, specific databases, etc.) and the setting in which the information will be obtained.   
21.
Data And Safety Monitoring Plan:   Describe the data and safety monitoring plan.  A data and safety monitoring plan is required for all clinical trials.  The plan needs to include procedures for reporting adverse events. The plan may vary depending on the potential risks, complexity and nature of the study. The use of a data and safety monitoring board or data monitoring committee needs to be considered if there are multiple clinical sites, the study is blinded, interventions are particularly high-risk, or vulnerable populations are included. When the investigator is the lead investigator of a multi-center study, or the organization is the lead site in a multi-center study, the application should include information about the management of information obtained in multi-site research that might be relevant to the participant protections, such as: 


• Unanticipated problems involving risks to participants or others. 


• Interim results.



• Protocol modifications
22.
Informed Consent:  Complete an appropriate consent form (in 6th grade language) which must contain the elements of research consent, utilizing the format of the model consent (VA Form 10-1086).  
A. If a waiver of the requirement to obtain a signed consent form is being requested, provide in this space thorough justification for its omission with specific citation to federal regulation(s).  Provide a written description of the information that will be provided to subjects. 
B. Describe the Consent Process that will be employed (examples: methods of communication, audio-visual aids, qualifications of person conducting the consent interview, location/setting, time frame, whether there will be a two part consent process, family member involvement, etc.)

C. Describe any waiting period between informing the prospective subjects and obtaining the consent:
D. Describe steps to be taken to minimize the possibility of coercion or undue influence:
E. What language will be used by those obtaining consent?
F. What language is understood by the prospective subjects or the legally authorized representatives?

23.
Absence of PI:  Describe the plan for continuation of the research in the event of extended absence of the PI in the next year.
24. 
Qualified Clinician: Please provide the name of the qualified clinician that will be responsible for all study-related health care decisions.  May be the principal investigator, investigator or other.  Note: This is not required for survey research, retrospective chart review, or other research in which the subject’s medical condition is not relevant to, or affected by, the study.  

Indicate Not Required based on above exceptions OR Provide Name and Qualifications of clinician (MD, RN, etc.):

25
Resources: Describe and justify the resources requested/available for this projection in terms of the following:

A. Adequate facilities.

B. Adequate numbers of qualified staff.

C. Availability of medical or psychological resources that participants might require as a consequence of the research.

D. Access to a population that would allow recruitment of the required number of participants.

E. Sufficient time to conduct and complete the research.

F. A process to ensure that persons assisting with the research were adequately informed about the protocol and their research-related duties and functions.


Where will the records containing the signed consent form be located (building and room #)?     


Who will obtain informed consent?  Please list individual(s)/role(s) in protocol:


Name(s)
Title

E-mail Address


Role(s) on the Project
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