SUBMITTING A PROTOCOL FOR REVIEW 

BY THE VA SUBCOMMITTEE FOR CLINICAL INVESTIGATION (SCI)

Bring the following documents to the Research Office, room E579-1, or mail to Faye Coorpender (151).  Refer to the attached memorandum for meeting dates and deadlines.  Note: It is the investigator’s responsibility to submit the protocol to the Health Science Center IRB (IRB-01 at UF).  Modifications requested by the IRB must be submitted to the SCI for review, and vice versa.  For questions, please contact Faye Coorpender, 376-1611 x. 5268.  Forms and instructions can be accessed on the web at http://irb.ufl.edu/irb01/ under the heading “Other Offices – HURRC, IBC, VA”
 

8 COPIES OF EACH: 
1. Introductory Questionnaire 
2. Protocol

3. Informed Consent on VA form 10-1086 (If already IRB approved, copy the IRB stamped informed consent and the IRB approval letter).  Please include the VAMC disclaimers and a signature line for a witness (see Statements Required in the Informed Consent).
4. Abstract – please send abstract by email to Faye.Coorpender@med.va.gov 
1 COPY:

1. Request to Review Research Proposal/Project (attached)
2. Project Budget 
3. Study Resource Utilization Assessment form (attachment a). Per VA Research Service Policy Number 151-4 effective 6-1-04, funded studies (excluding NIH) having greater than 50% of the study's work performed at the VA must have funds administered through the VA nonprofit corporation, North Florida Foundation for Research and Education (NFFRE).  To facilitate the VA SCI review of your project relative to VA resource utilization, please answer the questions on the attached form.  More information on VA policy 151-4 can be accessed at http://vaww.north-florida.med.va.gov/Policy_Pages/151.htm.
 For investigational drug or device studies: 

1 COPY - Investigator’s Brochure

1 COPY - FDA 1572 Form
All submissions for human subjects’ protocols involving investigational drugs requiring an IND need to include a copy of the FDA 1572 form submitted to the FDA for the trial.  Please remember that the VA must also be copied on amended FDA 1572 forms.  The Investigational Drug Service will refuse to fill all orders/prescriptions for study drug if a FDA 1572 has not been submitted.  Submission of the FDA 1572 is required by the FDA and the VA, and is necessary in order for us to remain in compliance with federal regulations governing research studies involving human subjects.  All investigational drugs administered or prescribed for patients and or non-patient volunteers within the confines of the Department of Veterans Affairs Medical Center must be dispensed by the VAMC Pharmacy Service.

VA Research and Development Committee (R&D) Approval:  R&D Committee approval is required for all human subject research protocols conducted at the VA or using VA resources.  R&D Committee approval is contingent upon prior approval by the SCI and Health Science Center IRB and evidence of appropriate grants administration.  SCI and IRB approved protocols are reviewed at monthly R&D meetings. Research may begin following R&D Committee approval and completion of all training and staff clearance. A VA approval form (form 10-1223) will be sent to you as confirmation of VA Research and Development Committee approval.  
Note:  VHA Directive 2001-028 states that children can not be included in VA-approved research conducted by VA investigators while on duty or conducted at VA facilities or approved off-site locations unless a waiver has been granted by the Chief Research and Development Officer (CRADO).  Please contact the Research Office for details.  

Important Notice:

1. Training:  All investigators, research coordinators and research assistants involved in VA human studies research must receive appropriate training in the ethical principles and accepted practices on which human studies research should be conducted.  The Overview of GCP and Human Subjects Protection satisfies the annual training requirement for research personnel in both GCP and human subjects’ protection education. VA Employees must register and complete this course on the Employee Education System On-Line Learning website at http://vaww.ees.aac.va.gov.  Non-VA employees can register for this program at:  http://www.ees-learning.net/.  Co-Investigators, Sub-Investigators and Research Staff who do not work at the VA and do not come to the VA to perform research and/or to enroll VA patients do not have to complete the VA overview training; if applicable, written documentation that the staff member does not have VA involvement must be sent to the Research Service.  
Research staff members are required to do HIPAA training in order to access VA Personal Health Information (PHI).  The VHA/HIPAA Privacy Training Course can be accessed at www.VHAprivacytraining.net or www.vhaprivacytraining.med.va.gov . HIPAA training is not required IF the expectation is that VHA PHI will not be accessed, however, if the potential for accessing VHA PHI is great, e.g. where the staff member may be analyzing tests that include VHA patient identifiers or providing emergency oversight to the research study in the PI’s absence, it is recommended that the staff member complete the HIPAA training.
2. Other Required Documents:  In addition to the above training, all non-M.D. members of the research team including the principal investigator, co-investigator, sub-investigators, study coordinators, and research assistants (including WOC’s who perform independent clinical activities) must provide: (1) verification of their licensure and education; (2) a scope of practice or a job description; and (3) must apply for a “Without Compensation” clearance if they are not VA employees (Scope of Practice and Education Verification forms are attached).
3. VA Employment:  Prior to conducting research in any capacity at the VA, any research support staff member who is not VA-compensated must be completely processed as a VA-WOC (Without Compensation) by contacting the Research Service Program Support Assistant at ext. 5955, Room E-579-1.

4. Electronic Medical Record (CPRS) Entry of Research Participation for VA subjects: 
(refer to brochure - attachment b) The purpose of CPRS documentation is to make pertinent research information readily available to providers and to comply with mandated Federal standards.  The electronic document eliminates the need to file the Informed Consent in the subject’s paper medical record. The template must be added to CPRS on the date that the subject signs the informed consent.  Study drugs will not be dispensed until the consent is in the subject’s CPRS record.  It is very important that you check to make sure that the patient is not already on another study by looking at the patient’s clinical notes for any research titles, also checking for future and past appointments in Research.  Some studies prohibit dual enrollment and all VA Cooperative studies prohibit dual enrollment unless pre-approved by the respective Co-op office.   If the patient has past or future appointments in Research please contact the study coordinator to determine if the patient is allowed to participate in an additional study.  It is the responsibility of the research coordinator to prevent dual enrollment.  Investigators and Research Coordinators must have VA computer access to enter research information for VA subjects in the electronic medical record (CPRS). If you have not previously received access, please complete the attached “CPRS and VISTA Access” form and return it to the Research Service Program Support Assistant in Room E579-1.  New VA and WOC employees receive their initial VISTA access when processed, if you do not have VISTA access contact Human Resource Services (x.6009).
5. Note to new investigators: Complete the document labeled PART I – PAGE 18 Research and Development Information System Investigator Data sheet. All non-VA system investigators should refer to the “Policy for Status of Individuals To Conduct VA Research” below.
Department of





Memorandum

Veterans Affairs
Date:
November 3, 2003




From:
Executive Assistant, Research Service (151)


Subj: 
2004 Meeting Dates for VA Research Review Committees



To:
Research Investigators, Study Coordinators, and Staff



Listed below are the deadlines and dates for protocol submissions to be reviewed by the Veterans Affairs Subcommittee for Clinical Investigation (SCI) for the calendar year 2004.  All meetings will be held in Room E526 from 11:00 a.m. – 12:00 p.m. Unfortunately, due to limited space, investigators are not invited to attend SCI meetings.  If you submit a proposal for Subcommittee review, a memo will be sent to you in the week following the SCI meeting to inform you of the status of your proposal.

Deadline for Submission                                                   SCI Meeting Date
Wednesday, December 31, 2003



January 9, 2004



Wednesday, January 28, 2004 



February 6, 2004

Wednesday, February 25, 2004



March 5, 2004

Wednesday, March 24, 2004 



April 2, 2004

Wednesday, April 21, 2004 



April 30, 2004

Wednesday, May 26, 2004



June 4, 2004

Wednesday, June 30, 2004



July 9, 2004

Wednesday, July 28, 2004



August 6, 2004

Wednesday, September 1, 2004



September 10, 2004

Wednesday, September 22, 2004


October 1, 2004

Wednesday, October 27, 2004



November 5, 2004

Wednesday, November 24, 2004


December 3, 2004
SCI-approved research is contingent upon approval by the Veterans Affairs Research and Development Committee (R&D).  SCI and IRB approval are both required prior to review by the Research and Development Committee.  Your protocol may be reviewed at the R&D Committee meeting following receipt of IRB & SCI approval.  Please contact Faye in Research at (352) 376-1611 x.5268 to confirm that all documents are in order for R&D review.  VA Research may not begin until R&D Committee approval is confirmed.  The R&D Committee meetings for 2004 will be held on the following dates:
January 12, 2004 

February 9, 2004

March 8, 2004


April 12, 2004

May 10, 2004 

June 7, 2004

July 12, 2004


August 9, 2004 

September 7, 2004 

October 4, 2004

November 8, 2004 

December 6, 2004

Please refer to the IRB web page http://irb.ufl.edu/irb01/ for more information.  If you have any questions regarding human studies, please contact Faye at the number above.  Thank you.  

FAYE COORPENDER

Cc:
Charles Wingo, M.D., ACOS/Research


Douglas Anderson, Ph.D., Deputy ACOS/ Research 


Nicholas Verne, M.D., SCI Chairperson

Subcommittee for Clinical Investigation

Policy for Status of Individuals to Conduct VA Research

1. Fee basis, contract and consultant level physicians must receive express written permission of the VA R&D Committee in order to utilize VA facilities for research.  Requests for R&D approval may be sent to the SCI with the project submission.

2. Residents, fellows, and students cannot be principal investigators on VA projects but can submit a written statement* from a full-time or part-time VA-compensated individual requesting to serve as the VA investigator.  The VA-compensated individual must have no less than Sub-Investigator status on the IRB project record.  

3. A VA-Without Compensation (WOC) appointee, e.g. university employee or non-M.D. faculty member, can serve as a principal investigator by providing a written statement* from a full-time or part-time VA-compensated individual who will be responsible for the items listed in number 5 (below).  The VA-compensated individual must have no less than Sub-Investigator status on the IRB project record. 
4. Any research support staff that is not VA-compensated must apply to the Research Service Program Support Clerk for a VA-WOC appointment. 

5. The written statement from the VA-compensated individual must affirm that he or she will oversee all aspects of the project for compliance with VA Research policies and procedures, including, but not limited to, the following:

· Adverse events

· Modifications to the protocol

· Modifications to the informed consent

· Sponsor changes, letters from the sponsor, DSMB reports

· Protocol deviations

· IRB annual renewals

· VAMC annual renewals

· Project closure

The written statement must be sent to the Subcommittee for Clinical Investigation with the project submission.
Fees for conducting research at the VAMC

1. Research protocols involving human subjects will be charged a protocol administration fee, please contact the Research Program Assistant at ext. 6477 for more information.  VA-funded studies are exempt from charges.  Studies sponsored by the North Florida Foundation for Research and Education (NFFRE) will have the protocol administration fee waived.  

2. Pharmacy administration fees and dispensing charges are independent of the protocol administration fee.  Pharmacy fees are:

Initial Pharmacy Administrative Protocol Fee - $400.00

Renewal Pharmacy Administrative Protocol Fee - $250.00

IV or other compounded drug dispensing fee - $25.00

PO controlled substance dispensing fee - $12.00 per dispensing function

PO drug dispensing fee - $10.00 per dispensing function

If you have questions regarding pharmacy charges please contact Karen Helms, the Research Pharmacist, at 376-1611 x.6178.
Statements Required in the Informed Consent

The following statements must be added to the appropriate sections of the Informed Consent for all projects submitted for Veterans Health System SCI approval:

9.
If you choose to take part in this study, will it cost you anything?
Costs for routine medical care procedures that are not being done only for the study will be charged to you or your insurance.  These costs may not be charged if you are a veteran and you are being treated at the North Florida/South Georgia Veterans Health System (NF/SG VHS). 

11.
What if you are injured because of the study?

You will not have to pay hospital expenses if you are being treated at the North Florida/South Georgia Veterans Health System (NF/SG VHS) and experience any physical injury during participation in a Veterans Health System-approved study.

*Witness Signature – VA regulations require a witness to the signatures on the informed consent independent of the study coordinator or PI.  In special circumstances a witness may not be available, if there is no witness, please indicate the reason and initial and date the Witness Signature line.

Gainesville & Lake City VA Medical Centers

Scope of Practice for All Research Staff
	Name
	dept/Service 

	
	

	Principal Investigator (PI) / Primary Supervisor
	Alternate Supervisor (if applicable)

	
	


The Scope of Practice is specific to the duties and responsibilities of each Research team member, As such he/she is specifically authorized to conduct research involving human subjects with the responsibilities outlined below.  all non-M.D. Investigators, co-investigators, sub-investigators, study coordinators, and research assistants (including WOCs who perform independent clinical activities) must either complete this scope of practice form or send a Position Description (PD) or functional statement. The team member’s supervisor must sign and date this Scope of Practice.

PROCEDURES:
A Research Team member may be authorized to perform the following duties/procedures on a regular and ongoing basis.  They may be performed without specific prior discussion/instructions from the Principal Investigator.  

Instructions: the Research Staff member initials what is requested and the Principal Investigator initials what is granted or denied. 

Routine Duties



Requested         
Granted     OR    Denied 

1.  Screens patients to determine study eligibility

criteria by reviewing patient medical information       

or interviewing  subjects.



 
 ________           ________           ________

2.   Develops recruitment methods to be utilized in the 

study.                                                                               ________           ________            ________

3.  Performs venipuncture to obtain specific  

specimens required by study protocol (requires

demonstrated and documented competencies).         
________           ________           ________      

4.   Initiates submission of regulatory documents to 

UF IRB, VA R&D committee and sponsor.                   
 ________           ________           ________

5.   Prepares study initiation activities.                               
________           ________           ________

6. Provides education and instruction of study

medication use, administration, storage, side effects 

and notifies adverse drug reactions to study site.     
________           ________           ________

Routine Duties



Requested         
Granted     OR    Denied 

7.  Provides education regarding study activities

to patient, relatives and Medical Center staff

as necessary per protocol.                                              ________           ________           ________      

8.   Maintains complete and accurate data 

 collection  in case report forms and

 source documents.                                                    ________           ________           ________

9.    Initiates and/or expedites requests for

 consultation, special tests or studies

 following the Investigator’s approval.                      
 ________           ________           ________

10.  Obtains and organizes data such as tests

       results, diaries/cards or other necessary

       information for the study.                                            
 ________           ________           ________

11.  Demonstrates proficiency with VISTA/CPRS 

 computer system by scheduling subjects 

 research visits, documenting 

 progress notes,  initiating orders, consults, etc.  
 ________           ________           ________                                     

12.  Accesses patient medical information while 

       maintaining patient confidentiality .                           
________           ________           ________

13. Is authorized to obtain informed consent from

research subject and is knowledgeable to perform

the informed consent “process”.                                 
________           ________           ________

14. Initiates intravenous (IV) therapy and 

Administers IV solutions and medications 

________           ________           ________

15. Collects and handles various types of  
       human specimens




________
  _________
      ________

MISCELLANEOUS DUTIES (if applicable):

Mr./Ms. ___________________________________ is authorized to perform in the following miscellaneous duties not otherwise specified in this Scope of Practice.


1.__________________________________________________________________________

2. _________________________________________________________________________


3.__________________________________________________________________________

      ______________________________                        __________________________________

            Research Staff member Signature                                 Date
PRINCIPAL INVESTIGATOR STATEMENT:

Mr. / Ms. ______________________________’s Scope of Practice was reviewed and discussed with him/her on the date of ___________________.  After reviewing his/her education, clinical competency, qualifications, research practice involving human subjects, peer reviews, and individual skills, I certify that he/she possesses the skills to safely perform the aforementioned duties/procedures.  Both the research staff member and I are familiar with all duties/procedures granted or not granted in this Scope of Practice. We agree to abide by the parameters of this Scope of Practice, all-applicable hospital policies and regulations.

This Scope of Practice will be reviewed every two years and amended as necessary to reflect changes in the research staff member’s duties/ responsibilities, utilization guidelines and/or hospital policies.

_______________________________________

_____________________________

Principal Investigator/ Supervisor



            Date

_______________________________________             
_____________________________

Alternate Supervisor

                        

Date

_______________________________________

_____________________________

Research Staff member

                        

Date

 GAINESVILLE AND LAKE CITY VA MEDICAL CENTERS
CLINICAL STUDIES CENTER

EDUCATION VERIFICATION FORM
As part of the credentialing process it is necessary to verify educational credentials for each degree earned.  All degrees must be entered, e.g. BS, Masters, PhD.  All applicable licenses must be listed and copies of licenses attached.  To assist us in completing this process, please provide the following information:

	
Employee Name
	SERVICE (DEPARTMENT)
	PHONE NUMBER

	
	
	

	TYPE OF EMPLOYMENT

(VA  EMPLOYEE OR WOC)
	SSN
	Date of Birth

	
	

	(1) Degree/Training (list each Degree separately)
	Date Education Completed

	
	

	University/Program Attended
	City / State / Country

	
	

	(2) Degree/Training (list each Degree separately)
	Date Education Completed

	
	

	University/Program Attended
	City / State / Country

	
	

	(3) Degree/Training (list each Degree separately)
	Date Education Completed

	
	

	University/Program Attended
	City / State / Country

	
	

	(1) lICENSE/REGISTRATION STATE
	ISSUE DATE
	EXPIRATION DATE

	
	
	

	(2) lICENSE/REGISTRATION STATE
	ISSUE DATE
	EXPIRATION DATE

	
	
	

	BOARD CERTIFICATION
	iSSUE/AWARD DATE 
	EXPIRATION dATE

	
	
	

	EMPLOYEE SIGNATURE
	DATE SIGNED

	
	

	In order for the Malcom Randall VA Health System Medical Center to access and verify my educational background, I hereby authorize the VA to make inquiries and consult with all educational institutions, State Licensing boards, or other similar government and non-governmental entities who have information bearing on my ethical and professional qualifications and competence to carry out the privileges I have requested. I authorize release of such information and copies of related records and or documents to VA officials. I release from liability all those who provide information to the Department of Veteran Affairs in good faith and without malice in response to such inquiries.

_______________________________          ____________      _________________________     _______________

Signature                                                         Date                      Printed Name                                  Title


	Request to Review Research Proposal/Project

573 Gainesville, FL

	
	(Last
 First
 MI
 Degree)

	 1.  Principal Investigator/Program Director:
	

	 2.  SSN: 
	3.  Telephone:
	4.  Mail Code:  

	 5.  VA Appointment:
[ ] Full-Time
[ ] Part-Time
[ ]WOC
[ ] Consultant
[ ] Contract

	 6.  Status of PI in Proposal:
	               (01 = Awardee or Initiator  02 = Not Awardee, Responsible VA Investigator)

	 7.  Type of Submission:
	[ ] New
	[ ] Renewal of Active Project

	If Renewal, complete a and b:
a) Enter 4-digit number of active project 
	
	b) Has title changed?
[ ] Yes
[ ] No

	 8.  Project Title: (Maximum length: 142 characters, including spaces--72 Characters for Merit Review)

	

	 9.  Co-Principal Investigators:  (Must have a VA appointment and must be designated a Co-PI in application.  Do Not enter Co-Investigator)

	
	
	
	[ ] Check if at another VAMC

	
	(Last name, First name, MI, Degree)
	(Social Security Number)
	

	
	
	
	[ ] Check if at another VAMC

	
	(Last name, First name, MI, Degree)
	(Social Security Number)
	

	10.  Anticipated Starting Date:

	

	11.  Funding Source and Fund Administration:

	Source Code
	Name if Funding Source Code ends in "99"
	Admin Code
	Name if Admin Code is "08"

	(4-digits)
	
	(2-digits)
	

	
	
	
	

	
	
	
	

	
	
	
	

	   If Source Code is 9022, 9024, or 9025, enter VACO Project Number _____________________________

12.  Project Uses: (Mark each item and submit completed forms.  If Animal Subjects is Yes, Complete Item 15.)

	Human Subjects
[ ]Yes  [ ] No
	Investigational Drugs
[ ]Yes  [ ] No
	Radioisotopes
[ ]Yes  [ ] No

	Animal Subjects
[ ]Yes  [ ] No
	Investigational Devices
[ ]Yes  [ ] No
	Biohazards
[ ]Yes  [ ] No

	13.  Research Focus: (Mark each item.)

	Agent Orange...[ ]Yes  [ ] No
	Females.......[ ]Yes  [ ] No
	Prisoners of War....[ ]Yes  [ ] No

	14.  Key Words:  (Minimum 3, maximum 6.  Use Mesh terms only.  Enter one term per line)

	1
	
	4
	

	2
	
	5
	

	3
	
	6
	

	15.  Animal Subjects Used:  (Species and, if applicable, strain.  Enter one species and its strain per line.)

	1
	
	5
	

	2
	
	6
	

	3
	
	7
	

	4
	
	8
	

	16.  Abstract:  (Submit on separate sheet or on floppy disk; see instructions--<500 words and organized under the following headings: Objectives, Research Plan, Methods, and if a basic science study, Clinical Relevance) 

	17.  Institutional Support:  (Mark each item.  *If Yes, a letter of support/collaboration must be attached to this form.)

	Laboratory*
[ ]Yes  [ ]No
	Medicine*.
[ ]Yes  [ ]No
	Pharmacy*.
[ ]Yes  [ ]No

	Radiology*.
[ ]Yes  [ ]No
	Nuclear Medicine*.
[ ]Yes  [ ]No
	Nursing*
[ ]Yes  [ ]No

	Psychiatry*
[ ]Yes  [ ]No
	Out-patient*.
[ ]Yes  [ ]No
	Surgery*.
[ ]Yes  [ ]No

	Other*.
[ ]Yes  [ ]No
	If Yes, Specify
	

	Lab Space
[ ]Yes  [ ]No
	If Yes, Bldg. and Room
	

	Budget Page
[ ]Yes  [ ]No
	Must be included with all submissions (except Funding Source Code 0000)

	18.  Institutional Approvals:  (Signatures as appropriate)



Section Chief  ______________________________________________________
_______________________________











Date



Service Chief  ______________________________________________________
_______________________________











Date


	19.  Comments: ______________________________________________________________________________________________

	_________________________________________________________________________________________________________

____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________


	
Principal Investigator _______________________________________________
_______________________________



Signature







Date




If this is the First Research Proposal submitted at this Medical Center, also submit an Investigator Data Sheet (Page 18).
DEPARTMENT OF VETERANS AFFAIRS

RESEARCH AND DEVELOPMENT INFORMATION SYSTEM

INVESTIGATOR DATA

 1.  NAME:_________________________  2.  DEGREE:_________  3.  SSN:__________________

  4.  VA TITLE:_____________________________   PHONE #:___________  MAIL CODE:_______ 
  5.  UNIVERSITY APPOINTMENT:

a. Academic Rank                             _____   _________________________________

       (Enter code from Table 5a)                                          Code      (Enter name of Academic Rank; if code = 00, skip to Item 5 )

        b.  University administrative Title      _____   _________________________________

               (Enter code from Table 5b)                                       Code       (If code = 99, enter name of University Administrative Title)

            c.  University Department                  ______________________________________________

                   (Enter name)

d. Department Section/Division      _____________________________________________ 

                                                             (If applicable, enter name of section or Division)

            e.  University Name                             _____________________________________________

                                                                       (Enter name of University) 

6. DIPLOMATE STATUS, BOARD CERTIFIED   FORMCHECKBOX 
 Yes      FORMCHECKBOX 
  No      FORMCHECKBOX 
  Not Applicable
         (See instructions, item 6)

    7.    SPECIALTY:                                    ______   ________________________________________

          (Enter code from Table 7)                            Code               (If code 99, enter name of Specialty

   8.   SUBSPECIALTY:                             ______  ________________________________________

          (Enter code from Table 8)                                        Code           (If code = 99, enter name of Subspecialty

     9.   VA EMPLOYMENT:                                [   ] FULL-TIME

          (Check one)                                                  

                                                                                 [   ] PART-TIME:___HR/WK (If Part-time, enter hr/wk.)

                                                                                               [   ]  CONSULTANT    [   ] CONTRACT     [   ] WOC

   10.  VA SALARY SOURCE:                  [   ] VA FUNDS OTHER THAN R&D

              (Check one)

     



 
   [   ] MEDICAL RESEARCH (PROGRAM 821) FUNDS






  [   ] HSR&D (PROGRAM 824) FUNDS

 




  [   ] REHAB R&D (PROGRAM 822) FUNDS






  [   ] COOPERATIVE STUDIES (PROGRAM 825) FUNDS

                                                                   [   ] NOT SALARIED BY VA

    11.   VA HOSPITAL SERVICE:                  _______  ______________________________________
            (Enter code from Table 11)                                         Code          (If code = 99, enter name of VA Hospital Service)

     12.   VA HOSPITAL SECTION                     ____________________________________________________ 
            (If applicable, enter name of Hospital Section)

13. PRIMARY RESEARCH INTEREST     _______  ___________________________________________

          (Enter code from Table 13-14)                       Code          (If code = 99, enter name of Primary Research interest)

14. SECONDARY RESEARCH INTEREST______  ____________________________________________          
(Enter code from Table 13-14)                                Code        (If code = 99, enter name of Secondary Research Interest)

              INVESTIGATOR’S SIGNATURE: ________________________________  DATE: ______________

VA FORM 10-5368

Jan 1997                                                PART 1 – PAGE 18

PERSONAL DATA ON VA INVESTIGATORS

Research and Development has a continuing commitment to monitoring the operation of its review and award processes to detect – and deal appropriately with – any instances of real or apparent inequities with respect to sex, race, or ethnicity.  

To provide Research and Development with the information it needs for this important task and for responding to Congress about the sex, race and ethnic composition of VA investigators, please complete the form below and return it to the Research Office (151).

This form will not be a part of any review process.  Data will be confidential.  All analyses conducted on the data will report aggregate statistical findings only and will not identify individuals.

If you decline to provide this information, it will in no way affect your status as a VA investigator. 

Your cooperation will be appreciated.

SEX

  

      Female          Male

_____________________________________________________________________________

RACE AND/OR ETHNIC ORIGIN (Check one)

Note:  The category that most closely reflects the individual’s recognition in the community should be used for purposes of reporting mixed racial and/or ethnic origins.

      American Indian or Alaskan Native.  A person having origins in any of the original peoples

of North America, and who maintains a cultural identification through tribal affiliation or

community recognition.

       Asian or Pacific Islander.  A person having origins in any of the original peoples of the Far  

       East, Southeast Asia, the Indian subcontinent, or the Pacific Islands.  This area includes, for 

       Example, China, India, Japan, Korea, the Philippine Islands, and Samoa.

       Black, not of Hispanic origin.   A person having origins in any of the black racial groups of Africa.


Hispanic.  A person of Mexican, Puerto Rican, Cuban, Central of South American, or other Spanish culture or origin, regardless of race.


White, not of Hispanic origin.  A person having origins in any of the original peoples of Europe, North Africa, or the Middle East.

Check here if you do not wish to provide some or all of the above information.

Name (print)____________________________________________

__________________________________________________                ____________________

Signature                                                                                                    Date

_________________________________________________________________________________________________

CODES AND INSTRUCTIONS FOR INVESTIGATOR DATA SHEET (VA FORM 10-5368; PAGE 18)

5a.  ACADEMIC RANK:  The default Academic Rank for each Series is shown.  If actual rank is different, or code is 06, enter name.

01 = Instructor Series
03 = Assistant Professor Series
05 = Professor Series

00 =None

02 = Lecturer Series
04 = Associate Professor Series
06 = Resident/Fellow/Trainee/Other

5b.  UNIVERSITY ADMINISTRATIVE TITLE:  The default University Administrative Title for each Series is shown. 

If actual title is different, or code is 99, enter name.

01 = Department chair Series

02 = Division Chief Series
03 = Dean Series


00 =None

 6.   DIPLOMATE STATUS, BOARD CERTIFIED:   Physicians, Dentists, Psychologists – Check 

YES or NO.  Non-physicians – Check NOT APPLICABLE.
 7.   SPECIALTY:  Select Board or area of training or expertise.  If 99 is selected, enter name in space provided.

01 = Allergy & Immunology
          

70 = Emergency Medicine 
34 = Nursing



51 = Physiology

66 = Anatomic Pathology


16  = Endodontics
        
35 = Obstetrics/Gynecology
52 = Plastic Surgery

67 = Anatomic & Clinical Pathology

17 = Engineering                  
71 = Occupational Medicine
53 = Preventive Medicine

02 = Anatomy


18 = Epidemiology              
36 = Oncology

54 = Public Health

03 = Anesthesiology


19 = Family Practice

37 = Operations Research

55 = Prosthodontics

04 = Anthropology


20 = General Practice

38 = Ophthalmology

56 = Psychiatry

05 = Audio logy


21 = Genetics

39 = Optometry

57 = Psychology

06 = Biochemistry


22 = Geriatrics

40 = Oral Pathology

73 = Radiation Oncology

07 = Bioengineering


23 = Health Care Administration
41 = Oral Surgery

58 = Radiology

08 = Biology



24 = Health Economics

42 = Orthopedic Surgery

59 = Rehabilitative Medicine

09 = Biophysics


25 = Histology

43 = Osteopathy

60 = Social Work

10 = Biostatistics


26 = Immunology

44 = Otolaryngology

61 = Sociology

11 = Chemistry


27 = Internal Medicine

45 = Pathology

62 = Speech Pathology

68 = Clinical Pathology
28 = Mathematics

46 = Pediatrics

63 = Surgery (General)

12 = Colon & Rectal Surgery

29 = Medical Illustration

47 = Periodontics

64 = Thoracic Surgery

13 = Dentistry (General)


30 = Microbiology

48 = Pharmacology

65 = Urology

14 = Dermatology


31 = Neurological Surgery

49 = Pharmacy

99 = Other (Specify)

69 = Diagnostic Radiology


32 = Neurology

72 = Physical Medicine & Rehabilitation

15 = Dietetics


33 = Nuclear Medicine

50 = Physics

 8.    SUBSPECIALTY:  Physicians – Enter code for ONE Board or area of training, or 00 (not applicable).  If 99 is selected, enter name.  Non-physicians – enter 00.

29 = Addiction Psychiatry


08 = Endocrinology

39 = Medical Microbiology

23 = Physiological Psychology

01 = Administrative Medicine

09 = Experimental Psychology
40 = Medical Oncology

24 = Public Health

03 = Allergy



10 = Forensic Pathology

41 = Medical Toxicology

25 = Pulmonary Disease

30 = Cardiac Electrophysiology

35 = Forensic Psychiatry

16 = Metabolism

26 = Rheumatology

04 = Cardiovascular Disease

11 = Gastroenterology

17 = Nephrology

44 = Sports Medicine

05 = Child Psychiatry


12 = General Preventive Medicine
18 = Neuropathology

27 = Therapeutic Medicine

31 = Clinical & Laboratory Immunology

36 = Geriatric Medicine

19 = Neuropsychology

28 = Therapeutic Radiology

32 = Clinical Neurophysiology

37 = Geriatric Psychiatry

20 = Occupational Medicine
45 = Vascular Surgery

06 = Clinical Psychology


38 = Hand Surgery

42 = Nuclear Radiology

99 = Other (Specify)

33 = Critical Care Medicine

13 = Hematology

43 = Pain Management

00 = Not Applicable

34 = Dermatopathology


14 = Immunology

21 = Pediatric Allergy



07 = Diagnostic Radiology


15 = Infectious Disease

22 = Pediatric Cardiology

11.    HOSPITAL SERVICE:   Select code for the hospital service with which the investigator is identified and/or from which salary is paid.  If salaried from VA research funds, enter code 09, 13, 27, or 41.





24 = Pulmonary Disease

01 = Administration
08 = Education
16 = Nuclear Medicine

25 = Radiology

02 = Ambulatory Care
36 = Extended Care
17 = Nursing
           

26 = Rehabilitative Medicine

34 = Anesthesiology
09 = HSR&D (Program 824)
38 = Ophthalmology

27 = Rehabilitation R&D (Program (822)

03 = Audio logy & Speech Pathology
37 = Geriatrics
39 = Otolaryngology

28 = Recreation

04 = Chaplain
10 = GRECC
18 = Outpatient Clinic

30 = Social Work

41 = Cooperative Studies (Program (825)
11 = Intermediate Care
19 = Pathology

31 = Spinal Cord Injury

05 = Dental
12 = Laboratory
20 = Pharmacy

32 = Surgery

35 = Dermatology
13 = Medical Research (Prog 821)
21 = Prosthetics

40 = Urology

06 = Dietetics
14 = Medical
22 = Psychiatry

33 = Voluntary

07 = Domiciliary
15 = Neurology
23 = Psychology

99 = Other (Specify)

                                    13 and 14.  PRIMARY and SECONDARY RESEARCH INTERESTS:  Select codes that best define general areas of primary and secondary interests.  Do NOT use 00 for primary research interest.                                          

 01 = 


01 = A
01 = Aging
11 = Drug Dependence

52 = Neuropsychology

29 = Radiology 


          

 02 = 02 = Alcoholism
45 = Emergency Medicine

21 = Nuclear Medicine & Radiation
61 = Rehabilitation

38 = Ambulatory Care
12 = Endocrinology & Metabolism
22 = Nutrition


30 = Rehabilitation Medicine

03 = Anesthesiology
46 = Epidemiology

23 = Nursing


31 = Respiration & Pulmonary Disease

04 = Audio logy & Speech Pathology
13 = Gastroenterology

24 = Oral Biology

32 = Rheumatology

05 = Basic Science
47 = Geriatrics

25 = Oncology

33 = Social Work

06 = Behavioral Science
48 = Health Care

53 = Ophthalmology

62 = Spinal Cord Injuries

07 = Biochemistry
49 = Health care

26 = Orthopedic Surgery

34 = Surgery

39 = Bioengineering
50 = Health Services

27 = Pathology

63 = Urology

40 = Biomechanics
14 = Hematology

54 = Pharmacology

64 = Vascular Surgery

08 = Cardiovascular Disorders
15 = Immunology

55 = Pharmacy

35 = Veterinary Medicine

41 = Clinical Epidemiology
16 = Infectious Diseases

28 = Podiatry


36 = Virology

09 = Clinical Pharmacology
51 = Medical Education

56 = Post Traumatic Stress Disorders
37 = Vision

42 = Computer Science
17 = Mental Health

57 = Preventive Medicine

99 = Other (Specify)

43 = Critical Care
18 = Molecular Biology

58 = Prostatic Disease

00 = None

44 = Dental Implants
19 = Nephrology

59 = Prosthetics



10 = Dermatology
20 = Neurology & Neurobiology
60 = Psychiatry
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