0018 09

?:f{ Baptist Health POLICY NO.: BHSF-1340.05
5}::_2;? South Florida TYPE: Administrative

POLICY TITLE: Research Staff Training

Responsible Department: Center for Research and Grants
Creation Date: 9/23/14

Review Date:

Revision Date: 2014/09/24

SUBMIITTED BY: Josefina Sanchez, CCRC
Title: Supervisor of Clinical Trials

APPROED: Lisa C. Trebbi, MBA, RN
Title: Director of Clinical Trials

APPROVED BY: Susan Golembeski, PhD, RN, CHRC
Title: Assistant Vice President

APPROVED BY: Thinh H. Tran, MD
Title: Chief Quality Officer, Corporate Vice President

PUBLISHED (Released): 2014/09/26

SUMMARY & PURPOSE:

To define the procedures to be followed for initial and continuing training for investigators and research
staff. Training will allow investigators and staff to receive an introduction and continued education in
areas related to their roles and responsibilities. Training will include information needed to conduct
research properly, in addition to background information on structure, expectations and goals.

POLICY:
Principal Investigator, sub-investigators, study coordinator and/or other pertinent staff to be involved in

the research study.

SCOPE/APPLICABILITY:
Applies to all site personnel involved in the implementation and coordination of clinical research.

PROCEDURES TO ENSURE COMPLIANCE:
1. Training in HIPAA and privacy protection is required prior to accessing Protected Health Information
(PHI); training is provided via attached power point presentation and quiz.

2. Training in human subjects’ protection required by the IRB (CITI training) must be completed before
the researcher is permitted to participate in the conduct of an IRB approved protocol. Certification is
valid for three years, and must be maintained by each research staff member without lapse
throughout the study duration.
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3. Depending on study activities, job specific training may be required through the Center for
Research and Grants (CRG) Office. Examples of CRG training include:

3.1 Those employees engaged in shipping specimens must complete and maintain approved
IATA shipping training for the shipment of infectious agents and biological substances
when offered within BHSF.

4. GCP training is recommended and is generally conducted by the Sponsor prior to subject
enroliment. Records should be maintained of date & duration of training, instructor qualifications,
and of subject matter covered. Online GCP training is available through CITI.

5, Job specific training should be identified and the individual training plan designed and completed.
Completion certificates should be kept with study documentation or in the departmental training

files.

5.1 Examples of job specific training include review of departmental shared drives, training for
medical record systems that may be needed, i.e. Sovera, Net Access, Next Gen.

52 Investigator meetings monitor or Sponsor training of the researchers should be
documented, include agenda or topics covered.

5.3 Sample training form is attached.

6. All new participating investigators and clinical research staff will review departmental policies and
procedures and be required to complete the CIT! training including Financial Conflict of Interest and
BHSF specific modules.

6.1 Study personnel will be trained on applicable departmental and/or study specific SOPs prior
to working on a clinical study.

6.2 Training methods may include, but are not limited to: classroom; computer module or web-
based; on-the-job or observation of experienced employees who are designated trainers,
provided that their training is sufficiently documented.

7. Before conducting protocol activities, research staff shall receive protocol specific training provided
by the Sponsor representative, monitor, Clinical Investigator and/or designee.

8. Training must be documented.
8.1 Departmental training files should be kept for each employee. The individual's file should
contain:

Current licensure and/or professional certification.
Curriculum vitae; updated at least biennially.

Current job description.
Completed training forms or indication/certification of CEUs or training completed,

including CITI certifications.
8.2 Departmental training records are cumulative and should be retained for the duration of

each employee’s tenure.

8.3 Training records should also be retained with study records for the duration of the study
records.

SUPPORTING/REFERENCE DOCUMENTATION:
e Good Clinical Practices
e [CH guidelines
e Research site procedures
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RELATED POLICIES, PROCEDURES, AND ASSOCIATED FORMS:
e Attachments.

e Hipaa and Research BHSF power point presentation and Quiz

o Forms.
o Clinical Research Staff Training Log
e Policies.

1340.01 Institutional Review Board (IRB) Approval
1340.02 Obtaining Informed Consent

1340.03 Regulatory Binder
1340.04 Case Report Forms
1340.06 Quality Assurance

1340.10 Registration of and Ordering Items and Services for Research Patients
Attachment - Research Discontinuation Form (RDF)
Attachment - Research Notification Form (RNF)

833.00 Consent and lts Understanding

833.01 General Requirements of Informed Consent

835.01.0 Research Recruitment and Research Preparation

835.01.1 Research Recruitment—Reviews Preparatory to Research

835.01.2 Research Recruitment—Contacting Prospective Study Participants

835.02.0 Provision of Research Data to Investigators and Sponsors

835.02.1 Authorization to Use and Disclose Protected Health Information for Research
835.02.2 Waiver of Authorization to Use and Disclose Protected Health Information

ENFORCEMENT & SANCTIONS:
Violations of this policy may be referred to the appropriate HR management level. See HR policies 5250
and 5300 for applicable sanctions. Those violations determined by the Chief Information Security Officer

(CISO) to infringe on privacy policies will be referred to the Chief Privacy Officer (CPO) for further
investigation as appropriate.

Violations of this policy may lead to revocation of system privileges and/or disciplinary action including

termination. Anyone willfully violating this policy will be subject to disciplinary action up to and including
termination.

All references to Policies must go to the BHSF Master Copy on the BHSF Intranet; do not rely on other versions / copies of the Policy.

Page 3 of 3



