
PROVIDENCE SACRED HEART MEDICAL CENTER & CHILDREN”S HOSPITAL (PSHMC)
PROVIDENCE HOLY FAMILY HOSPITAL (PHFH)


Spokane, Washington


ALLIED HEALTH PROFESSIONAL (AHP)/EMPLOYEE – SCOPE OF SERVICES


RESEARCH INVESTIGATOR and/or COORDINATOR

**If you are not a PSHMC or PHFH  employee, please note that a PSHMC AHP Application must accompany this Scope of Services request.  Contact PSHMC Medical Staff Services at 474-7307 if you have not received this form
NAME OF APPLICANT
:     
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Qualifications:

	Please check off and attach supporting documentation for each of the following requirements:

	√
	Requirement for initial appointment
	Date of completion

	 FORMCHECKBOX 

	CITI Training Certificate (see Attachment A for instructions)
	     

	 FORMCHECKBOX 

	HIPAA Training
	     

	 FORMCHECKBOX 

	Attach any additional research certifications such as the Association of Clinical Research Professionals (ACRP) or Society of Clinical Research Associates (SOCRA).  If you do not have either of these certifications, a PMRC mentor will be assigned to you.  
	

	 FORMCHECKBOX 

	Research orientation to PSHMC/PMRC.  To schedule, contact 474-4345.  As part of this process, PMRC will perform a research background check.


	PMRC will notify Medical Staff Services via e-mail when this has been completed.

	 FORMCHECKBOX 

	Clinical Research Training Program documentation (see Attachment B for a recommended course). Please provide certificate of completion for each course attended.  
	     

	√
	Requirement for reappointment
	Date of completion

	
	CITI Training Certificate 
	


Scope of practice within the Medical Center: 

Check all that apply:

The Principal Investigator (PI) for each research project is responsible for all aspects of a research study.  S/he may delegate duties and responsibilities to a research coordinator.  Complete Attachment C.
Research coordinators generally assist with protocols, consent patients with countersignature of Principal Investigator, review patient medical records to collect data, and document within the medical record.  If within the scope of the research coordinator’s license, s/he may write verbal orders which are countersigned by the physician, and order lab tests per protocol. Note that if the PI is not a credentialed physician, and the study requires orders to be written or documentation into the medical record, a credentialed physician will need to agree to be a Co-Investigator.   Complete Attachment D.
Scope of practice is further governed by specific study protocol approved by and on file with Providence Medical Research Center (PMRC).

By my signature I agree to abide with all research policies and requirements of Sacred Heart Medical Center and request credentialing as an Allied Health Professional/Research Investigator or Coordinator.   
Applicant's Signature: ___________________________________     Date: ______________      

Physician  Sponsor or Principal Investigator:     ________________________________    Date: ______________

(Note if PI is not a credentialed physician, indicate the credentialed physician who will serve as Co-Principal Investigator  _________________________________).
Assigned PMRC Mentor (if not certified through ACRP or SOCRA) 

 ____________________________________     Date: ______________


Research coordinator: approved MEC 8/06; Board 10/7/06
Note:  Refer also to PMRC Policy – Credentialing Program to Perform Research with Human Subjects at SHMC

Attachment A
CITI Program for Human Subjects Protection Training

To perform research at PSHMC, all research personnel must complete a web based educational program regarding the protection of human subjects. The purpose of the CITI program is to develop, implement and maintain a high quality web based educational program in the protection of human subjects in research. 

Instructions for accessing and completing the CITI course:
· On a web browser go to www.citiprogram.org 

· Click on “Register for the CITI Course” 

· Click on “All Others” and find IRB-Spokane 

· Follow the instructions for registration and completing the required modules 

· Upon completion of the required modules, print the course completion certificate for your records, and attach a copy to your PSHMC research credentials application.   A copy will automatically be sent to the IRB-Spokane office, as well. 

Currently there are 5 basic modules for research in general populations and 11 basic modules for people in Social and Behavioral Research or high risk populations such as children, mentally ill, pregnancy and prisoners.  
Optional:  Links are also provided to apply for CME / CEU credits through the University of Miami CME Office. To be eligible for 6 CME credits, the learner must complete a minimum of 12 modules in the Basic Course and achieve an aggregate score of 70% correct or better. There is a handling fee of $60 for 6 CME credits.  Completion of the Refresher / Re-certification Course provides the opportunity to obtain 2 credit hours.   The handling fee is $30.   A link will appear in the grade book when you become eligible for CME / CEU. 

Attachment B

Clinical Research Coordinator Training
All Coordinators will be required to undergo research education.  There are many sources but at a minimum the curriculum should contain:

· Review of Good Clinical Practices

· Investigator roles and responsibilities in Drug and Device trials

· Role of the IRB

· Adverse Event reporting

· Ethical considerations

· Fundamental roles of the Clinical Research Coordinator

· Obtaining Informed Consent

· Data collection and documentation during a research study

One resource for obtaining this training is at www.acrpnet.org


Attachment  C
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PRACTICE AGREEMENT FOR INVESTIGATOR 
RESPONSIBILITIES

By signing below I agree/certify that:

1. I will review each protocol submission in its entirety and be fully cognizant of, and in agreement with, all submitted statements.

2. I will have adequate resources and facilities to carry out the proposed research.

3. I will conduct each research study in strict accordance with all submitted statements except where a change may be necessary to eliminate an apparent immediate hazard to a given research subject.

· I will notify the IRB-Spokane promptly of any change in the research procedures necessitated in the interest of the safety of a given research subject.

· I will request and obtain IRB-Spokane approval of any proposed modification to the research protocol or informed consent document(s) prior to implementing such modifications.

4. I will ensure that all co-investigators, and other personnel assisting in the conduct of each research study have been provided a copy of the entire current version of the research protocol and are fully informed of the current (a) study procedures (including procedure modifications); (b) informed consent requirements and process; (c) potential risks associated with the study participation and the steps to be taken to prevent or minimize these potential risks; (d) adverse event reporting requirements; (c) data and record-keeping requirements; and (f) the current IRB approval status of the research study.

5. I will not enroll any individual into any research study: (a) until such time that the conduct of the study has been approved in writing by the IRB-Spokane; (b) during any period wherein IRB-Spokane renewal approval of the research study has lapsed; (c) during any period wherein IRB-Spokane approval of the research study or research study enrollment has been suspended, or wherein the sponsor has suspended research study enrollment; or (d) following termination of IRB approval of the research study or following sponsor/principal investigator termination of research study enrollment.

6. I will respond promptly to all requests for information or materials solicited by the IRB-Spokane or IRB-Spokane office.

7. I will submit each research study in a timely manner for IRB-Spokane renewal approval.
8. I will not enroll any individual into any research study until such time that I obtain his/her written informed consent; or, if applicable, the written informed consent of his/her authorized representative (i.e., unless the IRB-Spokane has granted a waiver of the requirement to obtain written informed consent).
· I will employ and oversee an informed consent process that ensures that potential research subjects understand fully the purpose of the research study, the nature of the research procedures they are being asked to undergo, the potential risks of the research procedures, and their rights as a research study volunteer.

9. I will ensure that research subjects are kept fully informed of any new information that may affect their willingness to continue to participate in the research study.

10. I will maintain adequate, current, and accurate records of research data, outcomes, and adverse events to permit an ongoing assessment of the risks/benefit ratio of research study participation.

11. I am cognizant of, and will comply with, current federal regulations and IRB-Spokane requirements governing human subject research including adverse event reporting requirements.

12. I will make a reasonable effort to ensure that subjects who have suffered an adverse event associated with research participation receive adequate care to correct or alleviate the consequences of the adverse event to the extent possible.

13. I will ensure that the conduct of each research study adheres to the Good Clinical Practice guidelines.
14. I will allow Providence Medical Research Center to Audit my research records to assure compliance with all applicable regulations.
	
	  
	
	
	

	Principal Investigator Name (please print)
	
	Principal Investigator Signature
	
	Date


Attachment D
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PracticE agreement for Research Coordinator Responsibilities

By signing below I agree/certify that:

1.  I will protect the rights and welfare of human subjects by:

· Understanding the regulatory, institutional, sponsor and protocol requirements of each study

· Completing IRB-Spokane required human subjects protection training

· Complying with all IRB-Spokane regulations and reporting requirements

· Following all FDA rules and regulations

· Complying with the HIPAA regulations and requirements to protect a subjects privacy

2.  I will follow the rules and regulations for conduct of research at PSHMC  & PHFH by:

· Submitting all study information to the PMRC prior to IRB-Spokane  submission for review and approval

· Submitting all required information to the appropriate billing agencies such as Medicare/Medicaid for authorization to bill prior to study enrollment

· Identifying charges that are to be billed to study, patient or third party payers, and notifying PMRC
· Performing or supervising procedures within my scope of practice, training and licensure 

· Notifying PMRC of any adverse events occurring during hospitalization

· Training all PSHMC and/or PHFH staff involved in the study conduct

3.  I will participate in the consent process by:

· Discussing all aspects of study participation with potential subjects, answering all questions and allowing the subject time to review the consent form

· Always using the correct IRB approved consent form

· Ensuring that all signatures, dates and times in the consent form are filled in appropriately

· Placing a copy of the consent form on the chart, giving the subject a copy and retaining the original in study records

· Documenting the consenting process in the patients hospital record

___________________________        _______________________    ________________

 Principal Investigator Name                Signature                                    Date

(please print)
Understanding that the Principal Investigator is legally responsible for all aspects of each research study, I will work with and under the direction of the Principal Investigator at all times.

___________________________        _______________________    ________________

Research Coordinator Name                Signature                                    Date

(please print)
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