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Form 1:  Application for Authorization to Conduct Research at VAPHS  

This form is to be completed by all individuals involved in research projects at the VA Pittsburgh Healthcare System (VAPHS), signed by the applicant and principal investigator, and returned to the Office of Research with all required training certification, education certification, Research Addenda to Scope of Practice, Research Function Statements, and other requested information. 

NOTE:  Human Subject Researchers who are EXEMPT from VAPHS Credentialing and Privileging do not need to complete Form 1; see instructions in PART I: Request to Conduct Research at VAPHS or consult Nick Squeglia at 412-954-5387 for clarification.

1.  Identification:

Researcher Name/Title:      __________________________________

Researcher Social Security Number:      _____
Researcher E-Mail Address:      ______

Phone Number:      ______
Researcher Job Title:  _________________________________________ 

Current VA employment status:        FORMCHECKBOX 


 FORMCHECKBOX 
 Full time       FORMCHECKBOX 


 FORMCHECKBOX 
 Part time       FORMCHECKBOX 


 FORMCHECKBOX 
 WOC         FORMCHECKBOX 


 FORMCHECKBOX 
 None

If the researcher is not a current VA employee [paid or working without compensation (WOC)], the researcher must be granted a VA appointment (either paid or WOC) before he/she can participate in any research activity at VAPHS.  To apply for a WOC appointment contact the Research Office, 412-954-5401, complete the necessary forms, and submit them to the Office of Research. 

 
Proposals including non-exempt personnel who are not currently paid or WOC VA employees will not be submitted to committees for review until all application materials are received; final approval to begin research will not be granted by the R&D committee until the VA appointments are granted.
Note:  Veterans Research Foundation of Pittsburgh and Highland Drive Research and Educational Foundation employees must also have VA WOC appointments.
2.  U.S. citizenship and immigration status.

U.S. citizenship:   FORMCHECKBOX 


 FORMCHECKBOX 
 Yes, by birth       FORMCHECKBOX 
  FORMCHECKBOX 
 Yes, Naturalized      FORMCHECKBOX 


 FORMCHECKBOX 
 No

             If no, indicate whether researcher has:      FORMCHECKBOX 


 FORMCHECKBOX 
 a VISA       FORMCHECKBOX 


 FORMCHECKBOX 
 permanent residency in US

If the researcher is not a US citizen, a legible (not-faxed), copy of their Visa or Certificate of Permanent Residency (green card) must be submitted to the Office of Research attached to this form.

3.  Human Subject Research

Human subject research is defined as any research activity involving:

Human Subject Contact, or 


                               Private Health Information, or  

                                                                        Human Subject Specimen Contact. 

Research using human tissue not derived from identifiable human subjects (such as immortal cell lines) is not human subject research.  

3.a.  Does the researcher participate in Human Subject Research at VAPHS?

   FORMCHECKBOX 


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 


 FORMCHECKBOX 
 No

If Researcher has NO Human Subject participation, GO  to # 4 page 5.
	All Participants in VAPHS human subject research must submit to the Office of Research & Development:

1) A Dated Copy of a CV or Resume (For Investigators and CO-Is, this will be a NIH Biosketch or VA Form 10-1313-5/6 which can be found at:

http://www1.va.gov/resdev/fr/forms/10-1313-56.doc
Proof of required annual training “Overview of Good Clinical Practices and Human Subjects Protection” (completed before October 31 of the current year).   

· Ethical Principals of Human Subjects Protection

· Good Clinical Practice

NOTE: Research Staff who are based at an outside institution and who do not come to the VAPHS or directly interact with VA research participants are exempt from this requirement.

Course information can be accessed at http://www.citiprogram.org
Provide copies of Training Certificates to the R&D Office;  

Update training annually by October 31st.


3.b.  Is the Human Subject Researcher a Principal Investigator or a Co-Investigator on a  VAPHS study?  


 FORMCHECKBOX 


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 


 FORMCHECKBOX 
 No
1.  If yes, the researcher must submit the VAPHS Investigator Certification Form .



2.
If the PI  or Co-Investigator is not an independent licensed practitioner, they must also submit a Function Statement that includes Authorization to conduct research as a PI  or Co-PI at VAPHS.
3.c.  If 3.a = Yes, does the researcher have: 


Human Subject Contact at VAPHS 
 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 FORMCHECKBOX 
 No

Access to VA Clinical Records
 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 FORMCHECKBOX 
 No


Human Specimen Contact at VAPHS
 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 FORMCHECKBOX 
 No   

All researchers with Human Specimen Contact are required to provide evidence of the following training: 

(1)  “Research Laboratory Safety Training”( Click here to access; update annually, and forward Certificate of Completion to Elizabeth.Toth2@va.gov .
(2)   Introduction to Bloodborne Pathogens training (Click here to access)
(3)   Transport or mailing of Human Specimens, if Researcher’s work involves these tasks. 

Contact Stephanie Partee at 412-954-5386;  Stephanie.partee@med.va.gov for information on how to complete 2 and/or 3.

Verification of Licenses, Credentials, Clinical Privileges, and Education                                         Delineation of research responsibilities

Authorization to conduct research at VAPHS
VAPHS policy requires that all participants in human subject research at the VAPHS have their education, license, clinical privileges, and credentials verified by the same standards as those employees who are performing clinical activity.  In addition, all personnel who participate in human subject research must have their duties and responsibilities delineated by the principal investigator.  The exact procedure by which this is achieved depends on researcher classification:

3. d.   Is the researcher a Licensed, Independent Healthcare Provider?  

 
 FORMCHECKBOX 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 FORMCHECKBOX 
 No
This includes physicians, dentists, podiatrists, optometrists, psychologists, social workers, audiologists, advanced practice nurses, and speech pathologists.  Researcher must have a license to practice in these professions.  This category excludes individuals enrolled in a VAPHS approved training program (e.g. University of Pittsburgh residents and fellows), and other nurses who, although licensed, are not considered licensed, independent health care providers for the purposes of VA research authorization.    

All Licensed Independent Healthcare Providers must have their credentials verified by the Chief of Staff’s (COS) office.  This is accomplished by completing the Request for VETPRO Enrollment form that the researcher’s Service Line Vice-President will submit to the Chief of Staff’s office.  If the Licensed Independent Healthcare Providers does not have a Clinical Service appointment at VAPHS and is a Research Service employee or appointed as a WOC by the Research Service, they will submit electronically the completed Request for VETPRO Enrollment Form to the Office of Research; the ACOS/ R&D will submit the completed form to the COS office.  Contact Nick Squeglia at 412-954-5387 or see VAPHS Medical Center Memorandum MS-1 for clarification.

3.e.  Clinical Privileges at VAPHS

(Applies ONLY to Licensed, Independent, Healthcare providers)

 FORMCHECKBOX 


 FORMCHECKBOX 
 The researcher currently has clinical privileges at VAPHS in 

     ________                                               
(Service line)




(Section)

 FORMCHECKBOX 


 FORMCHECKBOX 
 The researcher currently does not have clinical privileges at VAPHS. The researcher performs research at VAPHS, but the researcher does not utilize independent clinical judgment in this research or perform any other activity or procedure that requires clinical privileges at VAPHS.

 FORMCHECKBOX 


 FORMCHECKBOX 
 The proposed research requires that the researcher perform activities that require clinical privileges.  

If the researcher requires clinical privileges, the researcher will apply for clinical privileges through their service line.  

No activities that require clinical privileges may be performed until such privileges are granted.  Protocols that list this individual will not be submitted to the IRB for consideration until the application for privileges has been made.  Final R&D committee approval to initiate the proposal will not be given until clinical privileges are granted.
3.f. Is the researcher an Advanced Practice Nurse, Clinical Nurse Specialist, Physicians Assistant, or Nurse Anesthetist?                             FORMCHECKBOX 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 FORMCHECKBOX 
 No
These professionals must have their credentials verified by the Chief of Staff’s office.  This is accomplished by their completing the Request for VETPRO Enrollment form  that their Service Line Vice-President will submit to the Chief of Staff’s office.  Professionals in these categories who do not have Clinical Service appointments at VAPHS and are Research Service employees or are appointed as WOCs by the Research Service, will submit their completed Request for VETPRO Enrollment Form electronically to Nicholas.squeglia@med.va.gov in the Office of Research; the ACOS/ R&D will submit the completed form to the Chief of Staff’s office.

In addition to CV and proof of annual Human Subject training (see above), Advanced Practice Nurses, Clinical Nurse Specialists, Physician’s Assistants, and Nurse Anesthetists must submit to the Office of Research:

1. A Research Addendum to Scope of Practice.    This document grants the Researcher specific research privileges.  The Researcher requests specific privileges that are approved by the principal investigator of the project.  These duties should be addressed in the annual competency assessment.  The Research Addendum to Scope of Practice is specific to a given Research Project, must be approved by the ACOS/R&D, and reviewed by the appropriate Professional Standards Board.

   
AND

2. Copies of all relevant Health Profession Licenses.
3.g.  Is the researcher a trainee in a VAPHS training program?       FORMCHECKBOX 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 FORMCHECKBOX 
 No  
University of Pittsburgh Residents and Clinical Fellows who are approved by the Dean’s Committee to perform clinical activities at VAPHS or other trainees in VAPHS-approved training programs do not require additional verification of education.

In addition to required CV and proof of annual Human Subject training, trainees will submit


1.  Name of VAPHS approved training program      

2. Research Function Statement of Staff Duties and Responsibilities.  This document grants the trainee specific research privileges.  The trainee requests specific privileges, these are granted by the principal investigator of the project, and the Research Function Statement approved by the ACOS/R&D.  An annual competency assessment is required in June of each year.
3.h.  All other Human Subject Researchers  

(The Researcher does not fall into one of the above categories) 

 FORMCHECKBOX 


 FORMCHECKBOX 
 Yes
	In addition to required CV and proof of annual Human Subject training, all Other researchers will submit:  

1. 
 Education Verification Form
2.
Research Function Statement of Staff Duties and Responsibilities.    This document grants the Researcher specific research privileges.  The Researcher requests specific privileges, that are granted by the principal investigator of the project. The Research Function Statement must then be approved by the ACOS/R&D.  An annual competency assessment is required in June of each year.

3.
Copy of all relevant Health Profession Licenses.


4. Does the Researcher Participate in :
Vertebrate Animal Studies (including contact with animals (live or dead), their viable tissues,     body fluids, or wastes
 FORMCHECKBOX 


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 


 FORMCHECKBOX 
 No

Laboratory Science 
 FORMCHECKBOX 


 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 


 FORMCHECKBOX 
 No

Other (Detail):       
NOTE: All employees (Including WOC) are required to participate in the VAPHS Animal Exposure Preventive Medicine Program if they are:  1) involved in the care of animals;  or 2) have contact with animals (live or dead), their viable tissues, body fluids, or waste, AND are not enrolled in the University of Pittsburgh Animal Exposure Surveillance Program.              

  FORMCHECKBOX 
 Currently enrolled in Pitt Program

 FORMCHECKBOX 
 Enroll in VAPHS program
 FORMCHECKBOX 
Waiver in ACORP section G signed acknowledging risk to Health of non-participation

If Researcher has NO Vertebrate Animal or Lab Science participation, GO  to # 5 page  7.
4.a.  All investigators and staff listed on Animal Component of Research Protocols (ACORPs) must complete appropriate training and provide evidence of this training (certificates) before the ACORP is reviewed and approved by the IACUC and work with animals can begin. 

Investigators and their staff involved in preparing VA ACORPs and/or working with animals in the VA ARF are required to complete the web based course “Working with the VA IACUC” and species specific training at www.citiprogram;  The courses applicable to current VA ACORPs include:




                                                          

 (for office use only)
a. Working with Rats in Research Settings                                                  FORMCHECKBOX 
  Attached
b. Working with Mice in Research Settings                                                 FORMCHECKBOX 
  Attached
c. Post-procedure Care of Mice and Rats in Research                                  FORMCHECKBOX 
  Attached
d. Working with Rabbits in Research Settings                                             FORMCHECKBOX 
  Attached
Submission of a new or 3 yr renewal ACORP for consideration by the VA IACUC must be accompanied by the Certificate of Completion of the appropriate courses by the PI and other staff.  Annual renewal is required.    

SUBMIT CERTIFICATE(s) with ACORP.
4.b. All Participants in Laboratory Research are required to complete 

Annual Training:

i.  Does Researcher work in a laboratory   FORMCHECKBOX 


 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 


 FORMCHECKBOX 
 No

If Yes:  Note and complete annual training as listed below:

A. Biosecurity Training:  Available at http://www.citiprogram.org
Each new employee at a VA research lab must view this program prior to beginning duties in the lab, and annually thereafter. View course and forward assurance of completion to Elizabeth.Toth2@va.gov in the Research office. 

B.   Basic Laboratory Safety training is mandated for all participants in Lab based research, and can be accessed at “Research Laboratory Safety Training” (Click here to access; update annually).   Lab inspections will normally include a review of Fire Safety by John Campbell (call 412-954-4900) with related questions).
C. Researchers working with Ionizing Radiation at VAPHS must complete annual training in working safely with these materials. It is the responsibility of the PI to assure their staff complete training BEFORE working with radioactive materials.   Access VAPHS web based training by clicking here.  Complete training and quiz and forward Certificate to Elizabeth.Toth2@va.gov.    Radiation Safety Officer, Mitchell Belanger also provides training and instruction during his routine assessment of VA laboratories using radioactive materials.  

D. Research staff working with human blood, body fluids, tissues, or cells must complete the Introduction to Bloodborne Pathogens training on an annual basis
E. Researchers who ship Biological Hazards and/or Infectious Substances must complete appropriate training.  Please contact Stephanie.Partee@va.gov to complete this training.
Certification is required every 2 years.

5.  Principal Investigator and Researcher’s Certification: 

a.  We certify that the preceding information and statements are correct.

b.  We certify that the Researcher involved will either obtain appropriate clinical privileges or not perform any activity that requires clinical privileges at VAPHS.

c.  We further attest that we will notify the Office of Research if there are any changes in the                     information provided on this Form.
_____________________________________________
________________

Researcher







Date

_____________________________________________  

__________________

Principal Investigator






Date

New Researcher: Checklist

[For Office Use, and for Researchers to assure they have completed and submitted all necessary information to the Office of Research for Authorization to perform research at VAPHS                    ( Verification of credentials and privileges, education, training, and Function Statements).

1. VA Employment Verified (or WOC complete)
 FORMCHECKBOX 


 FORMCHECKBOX 

2. Current Investigator Certification Form 

(Principal Investigators and Co-Investigators only)
 FORMCHECKBOX 


 FORMCHECKBOX 

3. “Overview of Good Clinical Practices and Human Subject Protections”

      (If Human Subject Researcher) 
 FORMCHECKBOX 


 FORMCHECKBOX 

	A. Licensed, Independent Healthcare

    Providers

 FORMCHECKBOX 


 FORMCHECKBOX 
 Current CV (VA form 10-1313-5/6    

            or NIH Biosketch  


 FORMCHECKBOX 
 VETPRO Enrollment                              


	B. Advanced Practice Nurses, Clinical Nurse Specialists, Physician’s Assistants, Nurse Anesthetists


 FORMCHECKBOX 


 FORMCHECKBOX 
 Dated copy of a CV/Resume


 FORMCHECKBOX 


 FORMCHECKBOX 
 VETPRO Enrollment 


 FORMCHECKBOX 


 FORMCHECKBOX 
 Research Addendum to Scope of Practice


 FORMCHECKBOX 


 FORMCHECKBOX 
 Copy of Current Licenses



	C. Other Staff


 FORMCHECKBOX 


 FORMCHECKBOX 
 Dated Copy of a CV/Resume


 FORMCHECKBOX 
 Education Verification Form


 FORMCHECKBOX 


 FORMCHECKBOX 
 Research Function Statement of Duties and Responsibilities


 FORMCHECKBOX 


 FORMCHECKBOX 
 Applicable Licenses


	D. Residents/Fellows/ VAPHS Trainees


 FORMCHECKBOX 


 FORMCHECKBOX 
 Name of current training program


 FORMCHECKBOX 


 FORMCHECKBOX 
 Dated copy of a CV/Resume


 FORMCHECKBOX 


 FORMCHECKBOX 
 Research Function Statement of Duties and Responsibilities



	E. Exempt from Human Subject Research Certification at VAPHS


 FORMCHECKBOX 


 FORMCHECKBOX 
 Request for Exemption FORMCHECKBOX 


	F. Participants in Lab & Animal Research

 FORMCHECKBOX 
   Lab Safety Training

 FORMCHECKBOX 
   Lab Security Training

 FORMCHECKBOX 
   Radiation Safety Training**
 FORMCHECKBOX 


 FORMCHECKBOX 
  FORMCHECKBOX 
  Certificates of Animal Training**

 FORMCHECKBOX 
   Enrollment in Occupational Health Program for Personnel with Animal Exposure                 ( FORMCHECKBOX 
 VAPHS or  FORMCHECKBOX 
 University of Pittsburgh)

          ** as applicable to your lab work

	
	

	ALL:   Education/ Training Certificates specific to Researcher’s Project role                             as noted in FORM 1.
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