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PROCEDURAL SEDATION AND ANALGESIA

BY NON-ANESTHESIOLOGISTS

1.
PURPOSE
To describe the VA Northern California Health Care System's (VANCHCS) policy on the use of Procedural Sedation and Analgesia (PS&A) by non-Anesthesia Care Team members.  To provide guidelines for the use of sedation and analgesia during diagnostic and therapeutic procedures and to assure a uniform and appropriate level of care in all areas in which PS&A is provided.  The goals of PS&A are to:

a.
Guard the patient’s safety and welfare.
b.
Minimize physical discomfort or pain.
c.
Minimize negative psychological responses to treatment.
d.
Control behavior in order to optimize safe treatment.
e.
Promote rapid recovery.
2.
POLICY
The VANCHCS will adhere to accepted standards of care and practice in the use of sedation and analgesia for patients undergoing procedures.  This policy will apply whenever sedation is used by any route (i.e. oral, IM, or IV) to depress consciousness in order to facilitate diagnostic or therapeutic procedures.  Medications usually involved include narcotics, benzodiazepines, sedatives and barbiturates and must be titrated to patient response.  Use of nitrous oxide (up to 50%) without other systemic sedatives is not considered sedation under this policy.  This policy will apply to any area where PS&A is performed.  (See Attachment A, Locations).
NOTE: This policy does not apply to: minimal sedation or anxiolysis, during which there is no significant likelihood of loss of the airway; and procedures carried out in intubated patients who are already being continuously monitored.

3.
DEFINITIONS
a.
Minimal Sedation (anxiolysis):  A drug induced state during which patients respond normally to verbal commands.  Although cognitive function and coordination may be impaired, ventilatory and cardio-vascular functions are unaffected.  Minimal sedation does not invoke the monitoring requirements set out in this policy.  Examples of minimal sedation include:


(1) 
Routine use of small doses of anxiolytic medicines (e.g., diazepam 2-5mg p.o.). 


(2)
Routine use of oral, intramuscular or intravenous pain medications for the purpose of relieving pain.

(3)
Single dose of a sedative or analgesic medication administered in doses appropriate for the unsupervised treatment of anxiety or pain.  If this is done in anticipation of a procedure, the medication should be given well enough in advance of the procedure so that a “steady state” of sedation has been reached to avoid unsupervised over sedation.  

Although minimal sedation does not technically constitute Procedural Sedation, practitioners should be aware sedation is a continuum and a patient can easily progress from one level to the next (example:  minimal to moderate sedation).  The practitioner should be prepared to properly care for the patient in the event the level of sedation deepens.  Patients should not drive after receiving even minimal sedation.  Patients who have medication prescribed to take prior to a procedure should be instructed not to drive themselves to the facility.

b.
Moderate Sedation/Analgesia (conscious sedation):  A drug-induced depression of consciousness during which patients respond purposefully to verbal commands, either alone or accompanied by light tactile stimulation.  Reflex withdrawal from a painful stimulus is not considered a purposeful response.  No interventions are required to maintain a patent airway, and spontaneous ventilation is adequate.  Cardiovascular function is usually maintained.

c.
Deep Sedation/Analgesia.  A drug-induced depression of consciousness during which patients cannot be easily aroused, but respond purposefully following repeated or painful stimulation.  The ability to independently maintain ventilatory function may be impaired.  Patients may require assistance in maintaining a patent airway and spontaneous ventilation may be inadequate.  Cardiovascular function is usually maintained.  Note:  Patients whose only response is reflex withdrawal from painful stimulus are sedated to a greater degree than encompassed by “procedural sedation/analgesia”.
d.
Anesthesia.  Consists of general anesthesia and spinal or major regional anesthesia.  It does not include local anesthesia. General anesthesia is a drug-induced loss of consciousness during which patients are not arousable, even by painful stimulation.  The ability to independently maintain ventilatory functions is often impaired.  Patients often require assistance in maintaining a patent airway, and positive pressure ventilations may be required because of depressed spontaneous ventilation or drug-induced depression of neuromuscular function.  Cardiovascular function may be impaired.  Anesthesia may only be induced by an anesthesiologist or member of the anesthesia care team.

e.
American Society of Anesthesiologists (ASA) Criteria.  The physical status of the patient is assessed via the ASA classification system.  The ASA score is determined by the physician who will be ordering the medication.

(1)
ASA 1 - Normal, healthy patient with no systemic disease.

(2)
ASA 2 - Mild to moderate systemic disease, controlled on medications, i.e., controlled hypertension, diabetes.

(3)
ASA 3 - Severe systemic disease with functional limitation that is not incapacitating: i.e., asthma, heavy smokers, obesity or multiple severe systemic illnesses all well controlled on medications, any patient with history of MI or CVA.

(4)
ASA 4 - Severe systemic disease that is incapacitating and life threatening; i.e., poorly controlled hypertension, diabetes, CAD.

(5)
ASA 5 - A patient not expected to survive 24 hours regardless of intervention.

A registered nurse competent in moderate sedation may monitor ASA 1, 2 and 3 patients although the Licensed Independent Practitioner (LIP) should be instantly available especially during the sedation of ASA 3 patients.  It is recommended Anesthesia be consulted for ASA 4 and 5 patients or for any patient that has been determined to be high risk for any reason.

f.
Airway Assessment.  An airway evaluation of the patient is determined by the physician who will be ordering the medication.  Evaluation and documentation will note if the airway is:

(1)
Adequate.  No significant risk.
(2)
At Risk.  Receding chin, history of TMJ, history of cervical/neck problems, craniofacial abnormalities, s/p head or neck surgery, head or neck deformity, morbid obesity, history of difficult airway problems.

g.
Level of Consciousness.  During sedation, the level of consciousness will be recorded according to the following: 

(1)
= Fully awake or pre-procedure orientation.
(2) = Normal response to verbal command.
(3) = Arousable to verbal command and light tactile stimulus.

(4) = No purposeful response to verbal or physical commands.  Reflex withdrawal to painful stimulus.
(5) = No response to painful stimulus. 

4.
COMMON PROCEDURES REQUIRING PS&A.  The following list includes, but does not limit, the procedures which may require PS&A, excluding deep sedation:
a.
Invasive GI procedures

b.
Renal biopsy

c.
Cardioversion

d.
Orthopedic procedures
e.
Insertion of invasive hemodynamic monitoring lines

f.
Endotracheal Intubation

g.
Transesophageal Echocardiography

h.
Bronchoscopy

i.
Surgical procedures under local anesthesia

j.
CT Scans and MRI scanning

5.
LOCATIONS
a.
PS&A is administered in the areas listed in Attachment A. 

b.
The Anesthesiology Section, Surgery Service, must be made aware of all locations (other than those listed in Attachment A) where sedation will be administered outside the operating room.
6.
MEDICATIONS
Please refer to Attachment B for a list of commonly used agents and their recommended doses.  These drugs shall be titrated to effect in accordance with the monitoring standards.

Note:  Anesthetic agents (e.g. propofol, thiopental, methohexital, ketamine, etomidate, etc.) must be administered by an anesthesiologist or nurse anesthetist.

7.
REQUIREMENTS FOR ALL PATIENTS RECEIVING PS&A

a.
Personnel:
(1)
A LIP who maintains current Advanced Cardiac Life Support (ACLS) or Advanced Trauma Life Support (ATLS) certification and who is familiar with this policy, must be immediately available during the sedation and until the procedure is completed and the patient’s vital signs and state of consciousness are at their baseline.  LIP includes M.D., D.O. and D.D.S.  Resident physicians may participate in procedures, under the supervision of the attending physician, in accordance with VANCHCS Policy Statement 11-14, Supervision of House Officers.  The physician is responsible for ordering the medication including dose, route and understanding the pharmacology and complications associated with the drugs.  Patients that are   ASA IV or V must have an anesthesiologist or anesthetist in attendance except in emergency situations.  The physician will be in attendance throughout the procedure and will be responsible for managing the patient receiving PS&A.  The physician must be able to manage complications that may occur related to the administration of PS&A.  The physician will be responsible for interpretation of the cardiac rhythm strip.  The physician performing the procedure/s will maintain responsibility for adherence to this policy.  The competency to provide moderate sedation must be documented and reflected in the LIP's privileges or scope of practice. 

(2)
At least one person capable of establishing a patent airway and positive pressure ventilation.

(3)
Registered Nurses (RN) with appropriate competency can administer PS&A medications with a written physician’s order under the direction and supervision of a physician.  A trained RN with appropriate competency in PS&A and current ACLS will monitor the patient throughout the procedure.  The individual performing a diagnostic or therapeutic procedure cannot be the person monitoring the patient.  Someone other than the person performing the procedure trained in PS&A, assisting or circulating during the procedure must continuously monitor the patient’s status; this individual must be trained to recognize clinical signs of hypoventilation as well as abnormal blood pressure, EKG and pulse oximetry readings. 

(4) 
The use of drugs for the purpose of moderate sedation that are anesthetic agents (e.g. propofol, thiopental, methohexital, ketamine, etomidate, etc.) must be administered by an anesthesiologist or nurse anesthetist.
b.
Procedure Room:

(1)
The room must be large enough to accommodate operative personnel and monitoring equipment and allow an emergency cart to be brought into the room for emergency patient resuscitation.

(2)
Adequate power outlets and clearly labeled outlets connected to the emergency power supply or adequate battery backup of monitors and equipment.

(3)
Adequate lighting to observe the patient and the monitors and a source of back-up lighting in case of power failure.

(4)
Reliable means of two-way communication to summon help, e.g., telephone or intercom system with emergency phone numbers displayed.

(5)
Gurney or procedure table with the ability to provide immediate changes in patient position, including trendelenburg position. For procedures performed in radiology on fixed tables, a gurney should be readily available.

(6)
Cart or shelf system with adequate space for monitors, placed in a location where it is easily visible at all times to personnel performing the procedure.

c.
Resuscitation Equipment:
(1)
An oxygen source and method to provide positive pressure ventilation (e.g. self-inflating bag and mask) will be available.

(2)
Suction and appropriate suction catheters suitable for effectively clearing the upper airway of secretions or vomitus will be available in the procedure room.  These should be functional and tested prior to the beginning of a procedure.

(3)
An emergency crash cart will be available for immediate use.  This must include appropriate equipment to administer intravenous fluids and drugs, including blood and blood components, as needed.

(4)
Emergency airway equipment available (laryngoscope, ETT, airways, etc.)

d.
Monitoring:
(1)
The patient undergoing sedation will be monitored continuously by a licensed physician/dentist or a Registered Nurse with appropriate competency, other than the physician performing the procedure.

(2)
Blood pressure, heart rate, respiratory rate, oxygen saturation and responsiveness to verbal stimulus will be documented before injection of medication, five minutes thereafter during the procedure and at least every 15 minutes in the recovery phase.

(3)
Intra-procedure equipment will include:

(a)
Pulse oximetry

(b)
Blood pressure monitor

(c)
ECG monitor

(d)
Immediate access to pharmacologic reversal agents

(e)
Resuscitation equipment as listed in section 7 c.

(4)
Patients should receive supplemental oxygen during the procedure when oxygen saturation falls a 3% increment below their baseline saturation (i.e. base line sat of 97% falls below 94%).

(5)
A state of deep sedation MUST NOT be induced.  The patient is to remain responsive to verbal stimuli and maintain adequate spontaneous ventilation (i.e. moderate or light sedation).  Ventilation should be monitored by observation or continuous auscultation of breath sounds.

(6)
Patient’s responses to verbal commands during a procedure performed under sedation serve as a guide to their level of consciousness.  An appropriate level of consciousness implies the patients will be able to control their own airways and take deep breaths as necessary.  Level of consciousness will be assessed frequently during the onset of sedation and whenever medications are being titrated.  Once an appropriately safe level of sedation is established, patients may be aroused less frequently if this is necessary to avoid interfering with the diagnostic or therapeutic procedure.  With administration of medications, patient’s responses to verbal commands are delayed and responses are frequently slowed or slurred.  Light tactile stimulation may be required to get the patient’s attention.  Once aroused, however, they should respond appropriately to verbal commands.  In cases where verbal response is not possible, seek other indications of consciousness in response to verbal or tactile stimulation.  Patients whose only response is reflex withdrawal from painful stimuli are deeply sedated, approaching a state of general anesthesia.  These patients require special care to ensure adequacy of pulmonary ventilation and hemodynamic stability if this undesirable state is reached.  (THIS IS DEEP SEDATION, NOT MODERATE SEDATION.)  The airway must be supported and use of reversal agents and contacting anesthesia should be considered. 

(7)
If reversal agents are used, the patient should be observed for at least 90 minutes after administration to ensure they do not become re-sedated. 

(8)
A physician will supervise monitoring in both the procedure room and in the post-procedure area.

8.
PRE-PROCEDURE EVALUATION
a.
A baseline history and physical assessment shall be documented in the record within 30 days of the procedure.  All patients scheduled for PS&A will have a pre-procedural assessment by a physician or nurse practitioner (with physician co-signature) that includes, but is not limited to patient’s medical condition, allergies, previous experience with sedation/analgesia, alcohol, tobacco use, drug use, past medical history and current medications.  A targeted physical exam including major organ systems will be performed.  This will be done and documented within 30 days of the procedure.

b.
Appropriate pre-procedure medical consultation should be sought for patients with severe underlying medical conditions.  Certain classes of patients are at increased risk for developing complications during PS&A and pre-procedure consultation with the appropriate specialist is strongly recommended.  Such conditions include, but are not limited to ASA Class IV or V, debilitating cardiac, pulmonary or CNS disease, sleep apnea, morbid obesity, extremes of age and pregnancy. 

c.
The physician is responsible for determining and documenting the patient’s ASA class. If the provider determines the patient is unstable or the procedure is too invasive or uncomfortable, PS&A should not be considered or consultation with an anesthesiologist is advised.  Patients who are ASA Class IV or V are not appropriate candidates for PS&A in the absence of an anesthesiologist or anesthetist except in emergency situations.

d.
Appropriate laboratory testing shall be performed (see VANCHCS Surgery Standard Operating Procedure, SOP 112-004).  Laboratory testing should be guided by the patient’s underlying medical condition and the likelihood the results will affect the management of patient under PS&A.

e.
Informed consent of the patient, or if applicable, the patient’s representative must be completed before sedation is administered and/or the procedure is performed.  All patients will be counseled on the risks, benefits, and alternative methods of sedation.  This will be documented in the patient’s chart prior to giving sedation, in accordance with Policy Statement 11-61, Informed Consent for Surgery and Other Procedures.

f.
Pre-procedure instructions will be retained in the patient’s medical record.

g.
Patients cannot drive home after receiving PS&A; appropriate arrangements shall be made and verified before the procedure.  A responsible adult who will transport the patient upon discharge should be verified before starting the procedure.

h.
A brief reassessment of changes in the patient’s history and physical, ASA and airway status, and time and nature of last oral intake will be conducted immediately prior to the procedure and documented by the physician.  
i. A time-out will be conducted prior to the procedure in accordance with Policy 

Statement, 11-18, Correct-Site Operative and Invasive Procedures.

j.
The Nursing pre-procedure assessment and pre-sedation evaluation must be completed. 

(1)
All patients will have identification bands with their ID verified prior to the procedure, in accordance with Policy Statement 11-15, Patient Identification.

(2)
NPO status: Except for necessary medications, all adult patients should be NPO for at least six hours prior to sedation.  Patients with normal gastric emptying may have clear liquids in moderate amounts three hours prior to sedation. Deviations from the above may be considered and documented on a case-by-case basis by the attending physician. 

9.
POST-PROCEDURE PATIENT CARE AND DISCHARGE PLANNING

a.
Following the procedure, the provider or the RN must continually observe the patient until discharge criteria are met.  The patient remains the responsibility of the physician during the recovery phase.  This provider is also responsible for the discharge and sign-out of the patient.  The intravenous line and monitors should be utilized until the patient meets specific criteria for their discontinuation.

b.
Discharge Criteria.  The following criteria must be present before a patient can be discharged following sedation:

(1)
Patient oriented to person, place and time or at pre-procedure mentation status.
(2)
Vital signs are within 20% of pre-procedure values.
(3)
Adequate ventilation and unobstructed airway

(4)
Adequate oxygenation on room air (oxygen saturation 92% or within 5 points of baseline, whichever is higher).
(5)
Aldrete scoring system should be 9 – 10.  (See Surgical Service SOP 112-006 Post Anesthesia Care Unit.)

(6)
Easily and appropriately responsive to verbal commands.
(7)
Free from significant side effects (i.e. nausea, severe pain).
(8)
The patient must be accompanied by a responsible adult if they are to be discharged home.  The patient MUST NOT drive themselves home. 

(9)
Patients should be able to take adequate PO fluids and ambulate at a baseline level prior to discharge.  All patients should be given specific discharge instructions, which will be signed and retained in the medical record.

(10)
If patients are to be transferred to further care as an inpatient, standard criteria shall be applied for the transfer of care between skilled nursing practitioners.

(11)  At least 30 minutes has passed since the last dose of sedation medication.

(12)  At least 15 minutes has passed since completion of the procedure.

10.
RESPONSIBILITY
a.
Service Chiefs.  It is the responsibility of all service chiefs to implement the guidelines established in the policy within the services where PS&A is given.

b.
Chief of Anesthesiology.  The Chief of Anesthesiology, VANCHCS, will review PS&A procedures at least annually.

c.
Physicians:

(1)
Perform a History and Physical on the patient along with relevant lab work.

(2)
Obtain informed consent

(3)
Oversee the sedation of the patient

(4)
Oversee the recovery of the patient, and are responsible for the patient until a discharge order is written and/or discharge criteria are met. The physician must remain in the facility (or sign the patient out to another physician) until the patient leaves the recovery area.

d.
Nurse Practitioners:
(1)
Perform a History and Physical on the patient along with relevant lab work.

(2)
Obtain informed consent for procedures in which the NP has a scope of practice.

(3)
May perform all procedures listed below for nursing staff.

e.
Registered Nurses:
(1)
Ensure completion of nursing pre-procedure assessment, pre-sedation evaluation, related nursing care plan, and evaluation to include: 

(a) 
Confirm documented consent for the procedure and PS&A.

(b)
Check patient’s compliance with NPO status. 

(c)
Verify the presence of a responsible adult for transportation home.

(d)
Review and documents post-procedural instructions with the patient and/or caregiver prior to patient receiving sedation.

(e)
Obtain and documents baseline vital signs, oxygen saturation, EKG rhythm, level of consciousness and pain level.

(f) 
The RN has the right and obligation to act as the patient’s advocate by refusing to administer or continue to administer any medication not in the patient’s best interest.  This includes medications which would render the patient’s level of sedation to deep sedation and/or loss of consciousness.  
Note:  The RN will discuss the specific concerns with the provider.  If the RN and Provider cannot mutually agree on administering or continuing to administer sedation and the issues are not resolved the RN would contact the Anesthesiology Service.
(2)
During the procedure the nursing staff will:

(a)
Establish and maintain an intravenous line until the patient is stable in the recovery phase.  The IV catheter must be of adequate size to allow fluid and resuscitation medications to be easily given.

(b)
Administer medication per physician order and titrate to patient response.

(c)
Continually monitor the patient and document the monitoring parameters.

(3)
Post-procedure

(a)
Ensure the patient meets discharge criteria.

(b)
Verify the patient is discharged with responsible person.

11.
DOCUMENTATION
A record of the pre-procedure, intra-procedure, and post-procedure evaluation, monitoring and significant events will be documented in the patient’s medical record.  All medications and fluids administered must be documented.  To provide comparable standards for documentation, several options are permitted.  All options contain the minimal standards covered by this policy, but offer flexibility in the documentation process for various settings.  Please refer to Attachment C for approved documentation options.
12.
TRAINING
a.
Physicians
(1)
Physicians will be considered initially privileged in PS&A if their training in procedures includes sedation of patients.  Routine re-privileging every two years will include consideration of PS&A complications.  Complications will be included on the Provider QI Profile and forwarded to the Service Chief for review.  If there are a significant number of complications as indicated by QI reviews detailed in Section 13 below, Quality Management, or by Morbidity and Mortality Reviews, the Service Chief and/or VANCHCS Credentials Committee may recommend further education before the practitioner is allowed to continue to conduct PS&A.

(2)
Attending physicians will be required to keep current ACLS or ATLS certification, and to be familiar with and adhere to the Sedation Policy.  As part of a clinician's re-privileging or updating of scope of practice, the clinician must show evidence of understanding current CPR standards and techniques.  There will be no grace period for lapses in renewal of training requirements (including ACLS). Lapses in training requirements will result in suspension of Sedation privileges until the training has been completed.

(3)
Attending Physicians will be required to successfully complete the Employee Education System's National Procedural Sedation Web Training within 90 days of employment with the VA and annually thereafter in LMS.  There will be no grace period for lapses in renewal of sedation training requirements. Lapses in training requirements will result in suspension of Sedation privileges until the training has been completed.
(4)
Each service/section will be responsible for ensuring the above requirements are fulfilled for their own physicians.  Each service/section is also responsible for making sure further education has taken place, if warranted.

b.
Registered Nurses
(1)
Nurse Managers are responsible for tracking renewals and competency of nursing staff.

(2)
Initial Competency:


(a)     Completion of the Employee Education System's National Procedural Sedation in LMS (print exam and place in CAF).
(b)
Review of the VANCHCS PS&A Policy.

(c)
Completion of online training module “Procedural Sedation and Analgesia medication administration, preparation, and airway management” in LMS.

(d)
Procedural Sedation and Analgesia Examination.
(e)
ACLS Certification/Airway competency.

(3)
Ongoing Competency (Annual):

(a)
Review of VANCHCS Procedural Sedation and Analgesia Policy.

(b)
Procedural Sedation online module in LMS (print test results, DO NOT SELF-CERTIFY).

(c)
ACLS Certification (if not current).

13.
QUALITY IMPROVEMENT
a.
All departments/sections utilizing PS&A will adhere to the guidelines for selection, monitoring and discharge of patients.

b.
The Service Chief and Nurse Manager of each site administering procedural sedation will monitor monthly 5% of all patients or 30 cases, whichever is less, for patient selection, administration, recovery, discharge and documentation compliance using attachments D and E and forward these reports to the Chief of Anesthesiology or designee.  

c.
The outcomes listed below will be systematically aggregated, trended and analyzed by each site and sent to the Chief of Anesthesiology or designee. The facility-wide outcomes will be reported to the Operative and Invasive Procedures Committee at least quarterly by the Chief of Anesthesiology or designee to enhance patient safety and performance.  In addition, a Patient Incident Report (PIR) is initiated to alert risk management for the need for an official peer review.  

(1)
Use of reversal agents Naloxone (Narcan) or Flumazenil (Mazicon).

(2)
Use of unplanned assisted ventilation (positive pressure ventilation).

(3)
Drop of Oxygen Saturation to < 90% or 5 points below baseline for more than five minutes.

(4)
Hemodynamic instability defined as 30% change from baseline in blood pressure or heart rate and/or occurrence of dysrhythmias.

(5)
All unanticipated hospital admissions or transfers to ICU within 48 hours of procedure.

(6)  
All cardiac or respiratory arrests as related to procedural sedation.

  d. Suspected adverse drug events will be documented in CPRS per PS 11-111 Allergy/Adverse Reaction Assessment and CPRS Entry by the provider.
14.
REVIEW, RESCISSION OR REISSUE DATE 

The Chief of Anesthesiology will review this policy for rescission or reissue within five years of the date of issue.

15.
ORIGINAL EFFECTIVE DATE

Unknown

16.
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VHA Directive 2006-023, Moderate Sedation by Non-Anesthesia Providers, May 1, 2006.
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17.
RESCISSION
Policy Statement 11-25, dated March 11, 2010.

Brian J. O’Neill, M.D.
Director
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