Special Project Waiver Template

ADMINISTRATION OF PRE-HOSPITAL THROMBOLYTICS

Purpose of waiver:
To establish guidelines for the pre-hospital administration of thrombolytic (fibrinolytic) agents to patients with a high likelihood of acute myocardial infarction (AMI), and without contraindication(s) to the administration of these agents, for the purpose of earlier administration of potentially life-saving therapy, with increased salvage of myocardium at risk. (This study was originally carried out under the auspices of Greater Lowell EMS ALS personnel, after receiving approval of the Office of Emergency Medical Services. This special project waiver template is intended for the use of additional ALS EMS services wishing to participate in similar studies utilizing either Retavase (reteplase) or other agent(s) suitable for pre-hospital use.)

Relevant Statewide Treatment Protocol(s):
3.5 Chest Pain
Procedure:
Paramedics will follow the Assessment/Treatment Priorities and Initial Treatment Procedures for patients experiencing chest pain, as established by the Statewide Treatment Protocols. Concomitant therapy for patients receiving thrombolytics will follow established treatment protocols except where specifically altered by the experimental protocol (referenced here as “A Phase IV Open-Label Trial of Prehospital Administration of Retavase for ST Elevation MI – the Early Retavase (ER) – TIMI 19 Trial”).

Only Paramedics who have completed and documented training in the appropriately adapted experimental (previously referenced as above) protocol, 12 Lead EKG acquisition, and thrombolytic indications, contraindications, and administration, may enter patients into the study and administer thrombolytic agents.

Protocol:

1. Patients experiencing signs and symptoms consistent with an AMI or ischemic cardiac event will have a 12 Lead EKG performed in conjunction with established initial treatment priorities, such as oxygen administration, cardiac rhythm monitoring, IV access, and medication administration. Critical, lifesaving interventions always assume priority.

2. A patient history will be obtained, and a Thrombolytic Protocol Inclusion/Exclusion Checklist (see attached) will be completed. Hospital destination will be determined by patient request and closest appropriate guidelines. Patients that conform to the Inclusion/Exclusion Checklist and will be transported to a hospital participating in the study protocol, may be entered in the study. 

3. Medical Control will be contacted in all cases, via established policy, regardless of patient destination. The 12 Lead EKG will be transmitted to the Medical Control Physician, who will determine the need for thrombolysis. Thrombolytics may only be given with an order from on-line medical control. 

4. The Paramedic will briefly discuss the need for thrombolysis with the patient, and obtain the patient's signature on the short informed consent form, which will be submitted with the ALS paperwork. 

5. A blood sample will be drawn, and a second IV established when possible, prior to the administration of thrombolytics. 

A. Tubes collected: Tiger 10ml, Red 5ml, Blue 5ml, Lavender 5ml, and 2-Green 

5ml. (The second green top is for the Rapid Assay, if included in the protocol.)

B. Specific additional tube(s) may be required by individual hospital policy.

6. The Paramedic will reconstitute 10 Units (10 ml) of Retavase and administer it as an IV bolus over 2 minutes. The timer will be set for 30 minutes, in order that the second bolus can be given at the appropriate time. If another agent is used (e.g., TNKase (tenecteplase), then this will be reconstituted and administered based upon patient weight, according to the manufacturer’s guidelines.

7. The patient should be given chewable Aspirin 162-324mg, based upon standard protocol, in addition to other therapy. 

8. The receiving hospital, if other than the medical control facility, will be contacted as soon as possible after obtaining medical control and initiating treatment, and given a full report and ETA. A copy of the patient's 12 Lead EKG will be presented to the E.D. staff on arrival. 

9. When 30 minutes has elapsed since the first dose of Retavase, and if they have not yet arrived at the hospital, the Paramedic will administer a second dose of Retavase 10 Units IV bolus over 2 minutes, after contacting medical control. The receiving hospital will be updated. If the patient arrives at the hospital prior to the 30-minute interval, then the hospital staff may administer the second dose from the appropriate protocol kit. 

10. Upon arrival at the Emergency Department, the Paramedic will give a full report to the E.D. staff and provide a copy of the patient’s 12 Lead EKG and the second dose of Retavase (not yet reconstituted) if necessary. If the attending E.D. physician decides not to give the second dose of Retavase, it will not be reconstituted, and will be returned to Centocor, or appropriate individual for storage and return to the company. 

11. The Paramedic will perform the rapid bedside assay for CK-MB, myoglobin, and troponin I on the blood sample drawn in the field as soon as conveniently possible, and the stamp will be affixed to the thrombolytic checklist. (This step may or may not be included in future studies, based upon current protocol and testing procedures at each hospital.)

12. The Paramedic will obtain the patient's signature on the long consent form with the appropriate hospital letterhead. An E.D. Nurse will likely assist in obtaining this signature. The original will be placed in the patient's hospital record, and a copy submitted with the ALS paperwork. 

13. The Paramedic will then submit to the Director/Coordinator of ALS a) the Patient Care Report, b) the completed Thrombolytic Checklist, c) a copy of 12 Lead EKG for each patient receiving Retavase (or alternate thrombolytic agent) in the field, and d) the Patient Consent form. 

14. The Director/Coordinator of ALS will be responsible for notifying the Principal Investigator, as appropriate, when a patient is enrolled, following that patient’s progress through the first seven days of admission, and completing the necessary reports. 

*Note:
This portion of the study protocol may be changed in the future, based upon the future continuation of the formal TIMI-19 study, and initiation of any additional studies. 

Additional protocols for the administration of other thrombolytics and/or adjunctive medications (e.g., low molecular weight heparin) will be developed, as indicated, for use in this special project waiver.

Reporting:
Periodic data submission, not less than quarterly, will be the duty of the participating service(s). Data submission may be done electronically, and the Department reserves the right to examine all relevant data and records, especially in the instance of an adverse event.

These data will include: 

a) Number and demographics of patients enrolled.

b) Number of patients receiving thrombolytics and number meeting exclusion criteria.

c) Times: from initial evaluation to administration of thrombolytics, to administration of a second dose, if appropriate, and from administration of thrombolytic to percutaneous intervention (PCI), if carried out.

d) Adverse reactions, deaths, and outcomes for patients meeting exclusion criteria.

e) Other data, as indicated in individual protocols.

Renewal:
The waiver will be granted for an initial period of one year, with the Department reserving the right to renew for an additional period. The waiver will be void if the study project is discontinued, or procedures developed in the course of the study project are subsequently incorporated to the Statewide Treatment Protocols, thus obviating the need for a waiver.

