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1. PURPOSE
1.1. To provide a uniform procedure for requesting release of EMS data.

1.2.

2.1.

2.2.

2.3.

2.4.

2.5.

2.6.

2.7.

To provide a uniform procedure for acquiring authorization to conduct a pilot or a scientific
study to perform additional prehospital treatment procedures or administer additional drugs
not currently scope of practice.

DEFINITION

Covered Entities: Healthcare providers, health plans, and healthcare clearing houses that
electronically transmit health information

Health Insurance Portability and Accountability Act (HIPAA): A federal law passed in 1996,
which established a set of national standards for the electronic transmission of health
information, including research subjects. Covered entities are required to comply with HIPAA
regulations.

Investigator(s): The individual or team of individuals that is leading the pilot or scientific study.
Institutional Review Board: The Institutional Review Board (IRB) is a committee responsible
for reviewing and approving all human subjects research to ensure the welfare of the
participants is protected

Limited Data Set Information: Information that does not include standard identifiers so as to
ensure that remaining health information is not identifiable to an individual. Individual
identifiers include but are not limited to the following: names, postal address (other than city,
state and zip code), dates of birth, telephone number, social security numbers, medical record
numbers.

Pilot or Scientific Study: For the purposes of this policy, a pilot or scientific study is an
evaluation of an intervention (i.e., medication, device, protocol, or other treatment) that is
prospectively tested in a study population. Testing may include the introduction or withholding
of the proposed intervention.

Protected Health Information (PHI): Individually identifiable health information that is held or
transmitted in any form or media, whether electronic, written, spoken, printed, digital,
recorded, or photographic, which can be linked to an individual, or there is reasonable basis to
believe it can be used to identify an individual.
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3. POLICY - EMS DATA USE

3.1.

3.2.

3.3.

EMS data contains patient information which is protected under HIPAA. Without specific
authorization, the EMS Agency will only release Limited Data Set Information

Local EMS stakeholders and healthcare researchers are encouraged to utilize EMS data to
evaluate patient care and outcomes and to answer other healthcare related questions that
may lead to system improvements. Research studies will require approval prior to data release
from the appropriate IRBs.

All release of data will be approved by the Director of the EMS Agency (or designee). When
applicable, the EMS Agency will seek the recommendation of the appropriate EMS Research
Subcomittee.

4. PROCEDURE- EMS DATA USE

4.1.
4.2.

4.3.

Requesting party will submit a SF EMSA data use agreement

EMSA will review request and inform the requesting party of the the approval/modification

request(s)/disapproval decision within 4 weeks of receiving the request.

If approved EMSA will:

4.3.1. Prepare the data in the agreed upon format. If the data format has not been specified
by the requesting party, an appropriate format will be utilized (i.e., graph, tables, etc.)

4.3.2. Release the data following receipt of IRB approval, if applicable, and approval by the
Director of the EMS Agency (or designee)

5. POLICY- PILOT OR SCIENTIFIC STUDY

5.1.

5.2.

5.3.

5.4.

All pilot or scientific studies must be submitted for review and approval by the EMS Agency
Medical Director or designee prior to implementation.

The EMS Agency Medical Director may approve or conduct a pilot or scientific study evaluating
the safety, feasibility, and/or efficacy of the prehospital medication, device, protocol, or other
treatment within the local EMS system involving EMTs and/or paramedics. The study shall be
consistent with any requirements established by the California EMS Authority for pilot or
scientific studies conducted within the prehospital emergency medical care system, and,
where applicable, with the California Health and Safety Code, Division 104, Part 5, Chapter 6,
Article 5, Section 111550-111610

Any pilot or scientific study using data or information under the authority of, or maintained
and managed by, the EMS Agency must be approved by the EMS Agency Director and Medical
Director prior to implementation.

When applicable, IRB approval will be required prior to implementation of a pilot or scientific
study at the discretion of the EMS Agency Medical Director



POLICY REFERENCE NO: 6030 EFFECTIVE DATE: xx/xx/xx

6. PROCEDURE- PILOT OR SCIENTIFIC STUDY
6.1. An investigator shall include the following information in a pilot or scientific study proposal
submitted to the EMS Agency Medical Director.

6.2.

6.3.

6.1.1.

6.1.2.

6.1.3.

6.1.4.

6.1.5.

6.1.6.
6.1.7.

6.1.8.

6.1.9.

Background material on the proposed intervention (i.e., relevant studies or other
medical literature)

Statement of the pilot or study objective(s)

Proposed timeline and duration for the pilot or scientific study

Description of the proposed intervention including medical conditions for which it will
be used and the patient population that may benefit.

Description of the proposed pilot or scientific study design and the method for
evaluating the effectiveness and the safety of the intervention.

Description of the data collection process

Description of specific and measurable outcome(s) to evaluate safety, feasibility, and/or
efficacy of the intervention.

Plan for interval reports that detail the descriptive characteristics and outcomes (safety
and effectiveness) that will be collected and reported.

IRB approval when applicable. If there is intent to publish the pilot or scientific study
results, an approved IRB is required. In addition, an IRB may be required based on the
proposed study design and estimated risk to the patient or EMS personnel.

Investigators shall adhere to the following after submission:

6.2.1.

6.2.2.

6.2.3.

Allow up to 14 business days after proposal submission to receive notification from the
EMS Agency of receipt of the proposal.

Provide any missing required information and resubmit study proposal revisions as
requested by the EMS Agency Medical Director

Allow up to 45 business days after EMS Agency receipt of a complete proposal to
receive notification of approval or denial. Expect up to a total of 60 business days
between complete study proposal submission and the EMS Agency approval/denial
notification

Investigators shall adhere to the following if study approved:

6.3.1.

6.3.2.

6.3.3.
6.3.4.

In collaboration with the EMS Agency, notify all hospitals, EMS provider agencies, and
appropriate private entities or political jurisdictions involved or affected by the study
Conduct training sessions for those involved in the study including all hospitals, EMS
provider agencies, and personnel as applicable

Share pilot or scientific study reports with the EMS Research Subcomittee as requested
Immediately inform the EMS Agency Medical Director of any unanticipated adverse
events or departure from the protocol, including discontinuation of the study, prior to
its completion
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6.3.5.

Provide the final report to the EMS Agency at the conclusion of the study (and interim
as determined by the EMS Agency Medical Director during the approval process) based
on the agreed upon data analysis plan and target outcomes

6.4. EMS Agency responsibilities are the following:

7. AUTHORITY

7.1.
7.2.
7.3.
7.4.

6.4.1.

6.4.2.

6.4.3.

6.4.4.

Notify the study proposer within fourteen (14) business days of receiving the request
for pilot or scientific study that it was received and if necessary, request any missing
information

Notify the investigator within forty-five (45) days from receipt of the complete proposal
of approval or denial of the proposed pilot or scientific study, or for the need for
approval by the California EMS Authority

In cases where California EMS Authority approval is required, including for pilots or
scientific studies where Local Optional Scope of Practice approval is required, the EMS
Agency will work with the investigator to submit the pilot or scientific study proposal to
the California EMS Authority

Discontinue a pilot or scientific study for safety or other concerns at any time at the
EMS Agency Medical Director’s discretion

California Health & Safety Code, Division 2.5, Section 1797.221

California Code of Regulations, Title 22, Division 9, Sections 10064.1 and 100146
Confidentiality of Medical Information Act, California Civil Code Sections 56-56.16

California Health and Safety Code, Division 104, Part 5, Chapter 6, Article 5, Section 111550-
111610
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