Effect of Cannabis Extract on Acute Radicular Pain and Analgesic Requirement: A Double-Blind, Randomized, Placebo-Controlled Trial with 24-Hour Follow-up


1. SUMMARY:
	Official Title
	Effect of Cannabis Extract on Acute Radicular Pain and on Analgesic Requirement: A Double Blinded, Randomized, 24 Hours Follow-up Study

	Brief Title
	Effect of Cannabis Extract on Acute Radicular Pain and on Analgesic Requirement

	Study sponsor:

	Hadassah Medical Organization

	Principal investigator 
	Elyad M Davidson, M.D
Director Pain Relief Unit, 
Hadassah Medical Organization 

	Protocol ID
	0092-17-HMO

	Date 
	October 27, 2020




Data monitoring and safety:
The PI is the head of the pain relief unit in Hadassah. Along with his residents, Prof. Davidson will be responsible for safeguarding the interests of trial participants, assessing the safety and efficacy of the interventions during the trial, and for monitoring the overall conduct of the clinical trial. The PI will be in charge of stopping the trial in cases were possible harms to the subjects.  

	Trial Phase
	Phase III
	

	
	
	

	Trial design
	Single -center
	Hadassah Hebrew University Medical Center, Jerusalem, Israel

	
	Parallel group randomized trial
	

	
	Intervention: 3 arms
	Experimental: High-Dose cannabis oil
Experimental: Low-Dose cannabis oil
Placebo Comparator: Control

	
	Health Condition 
	Acute Radicular Pain

	
	Key Inclusion criteria 
	· Age 18 - 70 years
· ASA 1 or 2
· Acute Radicular Pain < 12 weeks
· Pain of VAS 6 or more/ VRS moderate or more
· Radicular pain: Dermatomal pain that corresponds to physical exam and CT/MRI in the last year

	
	Key Exclusion criteria
	· Age < 18 or > 70 years
· ASA 3 or more
· Chronic radicular pain > 12 weeks
· Past spine surgery
· Intermittent Claudication due to Vascular Disease
· Diagnosed Diabetic Neuropathy
· Regular Cannabis use in past 6 months (more than once a week) OR once in last 2 weeks
· Regular opioid use within the past month (Morphine, Tramadol, Oxycodone) (Equivalent to Morphine 20 mg/day or more)
· Pregnancy or Lactating
· Ischemic heart disease
· Renal or hepatic failure
· History of psychiatric illness
· Cognitive impairment or inability to answer questions
· Known allergy to opioids
· Potential Loss to follow up


	Primary outcomes
	Radicular pain
	Self-reported visual analog scale (VAS 0 - 100 mm) at rest and on movement.

	
	Opioid consumption 
	Number of effective pushes on patient-controlled analgesia (PCA) pump- 

	Secondary outcomes 
	Anxiety 
	Self-reported visual analog scale (VAS 0 - 100 mm) 

	
	Nausea and vomiting (PONV)
	PONV score (0 - 3)




	ClinicalTrials.gov ID
	NCT04816994

	Registration 
	March 24, 2021




Protocol and statistical analysis plan 
Protocol and statistical analysis plan will be accessible at the Pain Clinic, Hadassah Hebrew University Medical center, Jerusalem, Israel. 

Data sharing 
Data collected for this study will be analyzed and stored at the Pain Clinic, Hadassah Hebrew University Medical center, Jerusalem, Israel. 
With publication, the de-identified, archived data will be available upon contacting the principal investigator.  Data will be made available to researchers whose proposed use of the data has been approved. Researchers must be primarily affiliated with a non-profit university or a non-profit research institution. 

Funding and conflicts of interest	
Sponsor: Hadassah Medical Organization
Study coordinator and study clinicians are Hadassah Medical Organization employes. 
Bazelet Group will supply the study drugs and placebo comparator. 



2. INTRODUCTION	
Background and rationale		
The utilization of cannabis for medical purposes can be traced to the sources of human history [1-2]. With an increasing interest on its medical value boosted by the unraveling of the endocannabinoid system [3], cannabis remains the most widely used recreational drug with an estimate of 180 million users worldwide [4]. Acute radicular pain is one of the most common spine conditions presenting to medical care. Its management relies nowadays mainly on the administration of NSAIDS, paracetamol and opioids alone or in combination with other analgesics. However, opioids’ pharmacodynamics makes them a double-edged sword, requiring an appropriate degree of pain relief with a manageable occurrence of undesired side effects.  Expert’s opinion after a critical review of the literature is that cannabis and cannabinoids may have a beneficial role in the management of acute pain, at least for the group of patients with neuropathic-radicular pain [5]. 
Clinical evidence of the effects of cannabis in the management of acute pain is rather scarce, mostly consisting of case report-based opinions of adverse events following cannabis smoking during or after general anesthesia; on experimental pain trials in healthy volunteers; and on a few clinical trials using different drugs, dosages and routes of administration. It is difficult to draw reliable conclusions from the available results, that may seem sometimes even contradictory, mainly due to the many sources of variability in the study designs (e.g.: heterogeneity of the study samples, underpowered, unblinding, lack of randomization, timing of the therapeutic intervention, different experimental pain models, inclusion of different kind of surgical pain, etc. [6-11]. 
	
The current study will assess the efficacy of a cannabinoid treatment in severe acute radicular pain.  Severe acute radicular pain possesses a fine model for evaluating treatment efficacy in acute pain, given its relatively frequent appearance and the standard objective verification, via regimen imaging (MRI or CT).  Moreover, as radicular pain constitutes a subtype of neuropathic pain—and given that neuropathic pain is the pain category for which cannabinoid-based therapies have demonstrated the most consistent efficacy—acute radicular pain may be particularly responsive to cannabinoid treatment.

3. OBJECTIVES	
The study is aimed to evaluate the potential of a single-dose cannabis formulation, given at the emergency room, to reduce acute radicular pain (self-assessed pain scores) and analgesic requirement (self-administrated morphine) during the first 24 hours after its administration. The incidence of adverse effects will further be evaluated.  

Research questions
a. Is a single dose of cannabis oil given after hospital admission for acute radicular (neuropathic) pain effective for reducing pain in terms of self-assessed pain scores and analgesic requirements during the first 24 hours after its administration? 
i. Is there a dose-effect relation? 
ii. What is the effect duration? 
b. What are the incidence and severity of the side effects associated with a single dose of cannabis oil treatment in acute radicular pain?

Specific aims
a. To evaluate the effect of a single dose of sublingual administration of cannabis oil on acute radicular pain during the first 24 hours after hospital admission through:
i. Self-assessed visual analog scale for pain.
ii. Count of patient-controlled morphine pushes.
b. To determine the incidence and severity of side effects associated with cannabis oil administration, such as:
i. Nausea.
ii. Anxiety 
iii. Sedation.
iv. Respiratory and cardiovascular vital signs.


4. METHODS:	
Trial design
This study is a randomized, placebo-controlled, parallel, 3 arms, double-blinded randomized clinical trial. The study assesses the superiority of the study drug over placebo in reducing the amount of opioid consumption and pain reduction. 
Unit of randomization: a block of 9. Allocation ratio: 1:1:1



Trial setting		
This single-center clinical trial will be conducted at Hadassah Hebrew University Medical center. Eligible candidates meeting the inclusion criteria will be selected from patients admitted with the diagnosis of acute radicular pain to the emergency unit at Hadassah - Medical Center, Ein Kerem, Jerusalem. After obtaining verbal and written informed consent, all patients will be admitted for 24 hours monitored care, at the orthopedic unit.

Eligibility criteria	
	
	Inclusion Criteria
	Exclusion Criteria

	· Age 18 - 70 years
· ASA 1 or 2
· Acute Radicular Pain < 12 weeks
· Pain of VAS 6 or more/ VRS moderate or more
· Radicular pain: Dermatomal pain that corresponds to physical exam and CT/MRI in the last year
	· Age < 18 or > 70 years
· ASA 3 or more
· Chronic radicular pain > 12 weeks
· Past spine surgery
· Intermittent Claudication due to Vascular Disease
· Diagnosed Diabetic Neuropathy
· Regular Cannabis use in past 6 months (more than once a week) OR once in last 2 weeks
· Regular opioid use within the past month (Morphine, Tramadol, Oxycodone) (Equivalent to Morphine 20 mg/day or more)
· Pregnancy or Lactating
· Ischemic heart disease
· Renal or hepatic failure
· History of psychiatric illness
· Cognitive impairment or inability to answer questions
· Known allergy to opioids
· Potential Loss to follow up





Interventions and measurements will be conducted at the orthopedic unit, following hospitalization, by the study clinicians. Study clinicians are residents at the pain and anesthesia unit of Hadassah Hebrew University Medical center. 

Intervention and comparator	
Patients will be randomly assigned to one of the following regimes:
1. High dose cannabis oil – A single-dose containing 20 mg tetrahydrocannabinol (THC) + 20 mg cannabidiol (CBD) +terpenes in olive oil, sub-lingual.
2. Low dose cannabis oil – A single-dose containing 10 mg tetrahydrocannabinol (THC)+ 10 mg cannabidiol (CBD) + terpenes in olive oil, sub-lingual.
3. Placebo Comparator: Control – A single-dose olive oil that is similar in appearance and taste to cannabis oil, sub-lingual.

Study products will be manufactured in Bazelet, an IMC-GMP certified medical cannabis plant (Or Akiva, Israel). Study products will be supplied in bottles containing 10 ml, which carry a validated dropper which provides 0.03 ml drops. Bottles will be packaged and labeled in compliance with the GMP and local MOH regulation regarding drugs used in clinical trials.
The high-dose experimental drug will be composed of 6 drops of a cannabis oil containing 10% (100 mg/ml) THC, 10% (100 mg/ml) CBD, and terpenes.  
The low-dose experimental drug will be composed of 6 drops of a cannabis oil containing 5% THC, 5% CBD, and terpenes. 
The placebo comparator will be composed of 6 drops of an herbal extract mixed with olive oil, devoid of cannabinoids, at similar appearance and taste as the cannabis oils. Each drop is weighted 33 mg. Thus, a single drop of the high-dose oil contains 3.3mg THC, 3.3mg CBD and 0.5mg terpenes. A single drop of the low-dose cannabis oil contains 1.65mg THC, 1.65mg CBD and 0.5mg terpenes in a pharmaceutical oil.Bottom of Form

Study drug compositions and doses are selected based on pilot studies in healthy volunteers (unpublished data), confirming their safety, and suggesting their potential efficacy. 	

Subjects who will not complete the follow-up period will be excluded from the study. 

Storage: Bottles containing the study products should be stored at room temperature. All investigational products must be kept in a locked area, with access to the study drug limited to designated study personnel. Only personnel under the supervision of either the Investigator or the local pharmacist are authorized to dispense study drug.
	
5. OUTCOMES	
Primary outcome measures
a. Analgesic requirements 
· Count of patient-controlled analgesia pushes (total number of effective pushes on the PCA pump)
· Total morphine consumed in 24 hours (mg)
b. Pain
· Self-reported visual analog scale (VAS 0 – 100 mm) at rest and on movement over 24 hours. 

Secondary outcomes measures 
c. Nausea-vomiting 
· PONV score (0-3) over 24 hours. 
d. Anxiety
· Self-reported anxiety VAS (0 – 100 mm) over 24 hours.

Additional data collection:  
e. Total number of pushes on the PCA pump (number of effective + ineffective pushes)
f. Pain
· Self-reported verbal rating scale (VRS 0 – 4) at rest and on movement. 
g. Nausea-vomiting 
· Self-reported nausea and vomiting VAS (0 – 100 mm).
h. Sedation
· Pasero Opioid-Induced Sedation Scale (POSS) scale 
i. Vital signs – Respiratory 
· Oxygen saturation
j. Vital signs – Cardiovascular
· Heart rate
· Systolic blood pressure
· Diastolic blood pressure
k. Self-reported adverse effects

The first assessment of the primary and secondary outcomes will be recorded by the evaluator just before administering the morphine loading dose. Baseline vital signs and any drugs received since the onset of the current pain episode will be recorded as well. After the first assessment, the study drug or placebo will be applied and the time will be recorded as t0. Patients will be subsequently connected to the standard regime of morphine IV PCA.

Morphine consumption: the cumulative amounts (mg) of morphine consumed will be assessed as the number of effective pushes on the PCA pump. Each effective button push delivers 1mg morphine. The number of effective pushes, indicative of the amount of morphine consumed, is automatically recorded by PCA pump, and will be collected by the study clinician at 2, 4, 8, 12, 18 and 24 hours post study-drug administration. 
As an additional data collection, the combined numbers of effective and ineffective pushes on the PCA pump (total pushes) will be also be recorded.  

Pain will be recorded using a 100 mm sliding scale VAS, at rest and at movement, wherein ‘0’ indicates no pain, and ‘100’ indicates pain at an unbearable level. Pain VAS will be record at both rest and movement. Mean pain levels (averaged VAS scores at rest and movement) will be used as the recorded outcome.  
As an additional data collection, pain will be further evaluated via the VRS scale of 0-4, wherein ‘0’ indicates no pain, and ‘4’ indicates pain at an unbearable level. Pain VRS will be record at both rest and movement.

Anxiety will be recorded using a 100 mm sliding scale VAS, wherein ‘0’ indicated no anxiety, and ‘100’ indicates maximum anxiety. 

Nausea and vomiting will be assessed via the PONV scale of 0-3, wherein ‘0’ indicated ‘no nausea’, ‘1’ indicated ‘nausea presence’, ‘2’ indicated ‘attempt to vomit’, and ‘3’ indicated ‘vomiting’. 
As an additional data collection, nausea and vomiting will be further evaluated via the 100 mm sliding scale VAS, wherein ‘0’ indicates no nausea and vomiting, and ‘100’ indicates unbearable nausea and vomiting levels.

[bookmark: _Hlk187749685]Pain, anxiety and nausea and vomiting measures will be assessed at baseline and 0.5, 1, 2, 4, 8, 12, 18 and 24 hours following treatment. 

Vital signs: 
Respiratory – Oxygen saturation will be measured.
Cardiovascular parameters - Heart rate, systolic and diastolic blood pressure will be measured. 
Respiratory and cardiovascular parameters will be assessed at baseline and 2, 4, 8, 12, 18 and 24 hours post-treatment. 
	
Adverse events will be reported by the subjects using a free language. Adverse effects will be recorded at all time-points, i.e., baseline and 0.5, 1, 2, 4, 8, 12, 18 and 24 hours post treatment. Sedation will be recorded using the Pasero Opioid-Induced Sedation Scale (POSS). 
All directly observed and spontaneously reported adverse events will be recorded on subject’s Case Report Form (CRF) by the study clinicians. 

Serious Adverse Event (SAE) - SAE is defined as any untoward medical occurrence that at any dose fulfills at least one of the following criteria: 
· is life-threatening
· results in death
· requires unplanned hospitalization, initial or prolonged
· results in persistent or significant disability/incapacity
· is a congenital anomaly/birth defect or
· is regarded as medically important without meeting the above-mentioned criteria

[bookmark: _toc1718]SAEs must be reported by the Investigator within one working day by cell phone and Email to the regulatory agency- The Ministry of Health (MOH). The Initial Report should contain at a minimum the following information:
· subject identification
· treatment date
· adverse event symptoms/ diagnosis
· time specification for the medical event
· name of the original reporter

An SAE Report must also be completed, signed and sent to the MOH within five working days via fax or regular mail after a direct voice contact. Apart from the information above, the Follow-up Report should also contain the following information:
· assessment of severity
· assessment of causality
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Sample size		
The primary outcome variables are the cumulative amount of self-administrated morphine consumption, and mean pain intensities (VAS), over the course of 24 hours post-treatment. For the first primary outcome; it has been shown that a reduction in morphine requirements of approximately 30% would be clinically significant [12-14]. Based upon results of previous studies with comparable designs [14,15], a standard deviation of 20mg in the placebo group was predicted. With a significant level of 5%, a power of 80%, the number of groups being three, a clinically relevant difference of 30% and a standard deviation of 20 mg, a sample size of 60 is estimated (one-way ANOVA with an effect size of 0.42). For the second primary outcome, a clinically significant reduction of 33% in pain intensity, with a standard deviation of 2, was established [16,17]. Following the same alpha and power levels, we estimate the sample size to be 48 (one-way ANOVA with an effect size of 0.47). Sample size calculations were conducted using the G Power software [18]. Therefore, a total of 60 patients is sufficient to achieve the required power.

We will report the number of screened patients who met study inclusion criteria, reasons for exclusion of non-included patients, the number of participants randomized per group, and the number of patients who completed follow-up.
	

6.  ASSIGNMENT OF INTERVENTIONS 	
Randomization:	 	 	
 Sequence generation	
Patients will be randomized into one of the three treatment groups: (1) High dose cannabis oil: 20 mg THC, 20 mg CBD and terpenes, (2) Low dose cannabis oil: 10 mg THC, 10 mg CBD and terpenes, and (3) placebo comparator – control, using the randomizer.org block randomization sequence. Randomization will be done by a study coordinator, who has no involvement in subjects’ intervention assignment, follow-up, and outcome recording.  

 Allocation concealment mechanism		
Intervention allocation will be blinded to the study stuff who are in charge of study drug assignment, follow-up, and outcome recording. Study drugs will be provided to Hadassah by Bazelet, in bottles identical in appearance, and will be identified by a coded labeling (A, B, C), generated at Bazelet. Matching a study drug per subject will be done pre-session by the study coordinator at Hadassah, who will assigned the patient’s ID number on top of the coded label on the assigned bottle. This will be done to avoid possible selection bias by the treating physicians. The Hadassah study coordinator is not involved in drug assignment, follow-up, or outcome recording. 


Implementation
Study coordinator will have the sole accessibility to the random allocation sequence. Subjects will be enrolled by the study clinicians at the emergency room. These study clinicians are also in charge of study drug allocation and outcomes measurement. 

Blinding 	
Study drug will be provided by Bazelet in standardized cannabis oil bottles (dark glass bottles sealed by a standardized cover and dropper). Bottles will have no identification information aside from a coded label (A, B, C), generated at Bazelet. Coding will be open to Bazelet’s study in-charge personnel only. Coded bottles will be delivered to Hadassah. Matching a study drug per subject will be done pre-session by the study coordinator at Hadassah, who will assigned the patient’s ID number (as a replaceable sticker) on top of the coded label on the assigned bottle. This will be done to avoid possible selection bias by the treating physicians. The study coordinator, treating physician and subjects will be blinded to the study drug identity. 
Unblinding will be permitted during the trial in cases of severe adverse events, and in order to supply adequate intervention, if required, to treat the adverse event and reduce its appearance or severity.  

7. DATA COLLECTION, MANAGEMENT, AND ANALYSIS	
Data collection methods		
Outcomes will be assessed by the study clinicians at each of the pre-defined time points. 
For pain intensities, anxiety, and nausea and vomiting measures - data will be obtained at baseline and 0.5, 1,2,4,8,12,18 and 24 hours following intervention. For respiratory and cardiovascular measures - data will be obtained at baseline and 2,4,8,12,18 and 24 hours following intervention. A paper-based data collection will be used, and recorded on subject’s CRF.
Accumulated morphine consumption will be recorded by the PCA pump, and will be collected by the study clinicians at 2, 4, 8, 12, 18 and 24-hours post treatment. The total number of pushes on the PCA pump and the number of effective pushes on the PCA pump are reported separately by the pump. Both will be recorded on subject’s CRF.  Reports of adverse events will be recorded by the study clinicians at all time points. Data collection forms may be accessed at Hadassah Hebrew University Hospital-Pain clinic. 
Given that the subjects are hospitalized for the entire follow-up, the risk of missing data collection is reduced. Missing data may occur due to a patient being asleep during the pre-defined time-points, or whenever a patient is absent at his bed during these times. In these cases, study clinicians will try repeating measurements within 10 minutes. 

Data management	
All data management will be conducted at the Hadassah Hebrew University Medical Center in Jerusalem. CRFs including all proposed clinical rating scales will be used.	


8. STATISTICAL METHODS		
Primary analyses will be conducted by an analyst blinded to group status. The analyses will be conducted using intention-to-treat principle, including all subjects who completed follow-up. All statistical tests will be two-tailed. Treatment effect for the primary outcomes will be considered statistically significant if p ≤0.05. A 30% reduction in the 24 hours morphine requirements, and a reduction of 33% in pain intensity, with respect to the control group, will be considered as clinically relevant. 
For the secondary outcomes, treatment effect will be considered significant if p ≤0.05. Data from continuous variables (e.g.: VAS scores, opioid requirements) will be tested for normal distribution. For parametric data, analysis of variance will be used to detect differences among groups and Dunnet’s test for multiple comparisons. Kruskal-Wallis tests will be used for non-parametric data. We will not impute values unless specified otherwise. We will report the number of observations used in each analysis. Summaries of continuous variables that are normally distributed will be presented as means and standard deviations or medians and inter-quartiles for skewed data. Categorical variables will be presented as frequencies and percentages. 


9. ETHICS
I. The protocol has been obtained from the Institutional Review Board of the Hadassah Hebrew University Medical Organization. 
II. The informed consent form (ICF) has been approved by Institutional Review Board of the Hadassah Hebrew University Medical Organization.
III. Inclusion/exclusion criteria have been clearly defined.
IV. Standard Operating Procedures (SOPs) are on file at the clinical site and all approved laboratories for all analytic procedures and assays that will be performed, and laboratory personnel have been instructed how to maintain Good Laboratory Practices (GLP) when performing these assays.
V. The approved protocol is on file at the site, and the Principal Investigator and all Co-Investigators have signed the Protocol Compliance Agreement stating that they will adhere to the protocol.
VI. [bookmark: _toc661]A site initiation meeting will be held at the site, during which the protocol and the responsibilities of the study personnel will be reviewed and any questions answered. 

Subject information and consent
Each candidate subject will be enrolled in the study only after the specific aims, significance, risks and benefits have been explained to him/her by a study physician, and the candidate has read (or been read to), understood and signed the written Informed Consent Form (ICF).  
The subject will be informed that his/her participation in this clinical study is strictly voluntary and that he/she is free to withdraw consent and discontinue participation at any time without jeopardizing any right to receive the conventional treatment or any and all future treatment nor will he/she be denied access to other available treatments. The subject also will be informed that, if the Investigator believes that it is not in the subject’s best medical interests to continue in the study, the Investigator may terminate his/her participation without the subject’s consent.  In addition, the subject will be informed that the Institutional Helsinki Committee or the appropriate regulatory agencies may terminate the study if continuation is no longer appropriate.
The subject will be reminded that all his/her questions should be willingly answered and that he/she may consult with any additional source (e.g., family doctor, family members, etc.) in order to reach his/her decision to participate in the clinical trial and/or to continue to participate in it.
When the subject's questions have been answered, he/she will sign the ICF, and the study physician will countersign. In case the candidate subject or his/her legal representative is not capable of reading the ICF, an independent witness must be present during the explanation of the clinical trial. After the participant or his/her legal representative expresses consent orally to participate in the trial, the witness will sign the ICF. The candidate subject will be given a copy of the signed ICF to keep.
The approved ICF with a version number and date will be kept on file at the site. Each subject's signed ICF will be checked against the approved and dated consent form to determine that the signed ICF is the correct version. The date of consent will be compared with the date of entry into the study.
If new information becomes available that must be added to the informed consent, a revised version with a revision number will be prepared and submitted to the appropriate regulatory authorities and the Helsinki Committee.  All enrolled subjects will be asked to sign the revised formic, and both will be kept on file.
[bookmark: _toc663]
[bookmark: _toc671]Subject data protection
In the CRF, subjects will be identified by date of birth, their initials, and screening number and/or enrollment /randomization number in the study. The Investigator should file a subject identification list, which includes sufficient information to link records, i.e., the CRF and clinical records. This list should be preserved for possible future inspections by Regulatory Authorities. 
The subjects should be informed that the data will be stored and analyzed by computer, that all local regulations for the handling of computerized data will be followed, and that identification of individual subject data will only be possible for the Investigator. 
Furthermore, the subjects should be informed about the possibility of inspection of relevant parts of the clinical records by representatives of Regulatory Authorities. This information should be included in the written Subject information and in the ICF. Authorization to direct access to the subject’s clinical records, as described above, is given by signing the ICF.
The privacy of the subjects and all confidentiality issues will be handled in accordance with applicable law and the guidelines of the institution and the Helsinki Committee, the Israeli Ministry of Health, or other appropriate regulatory authorities.

Data Confidentiality
The privacy of the subjects and all confidentiality issues will be handled in accordance with applicable law and the guidelines of the institution and the Helsinki Committee, the Israeli Ministry of Health, or other appropriate regulatory authorities.
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APPENDIX 1: Case Report Form (CRF) 

Recruitment Data
A. Selection criteria
	Inclusion

· Age 18 – 70 years
· ASA 1 or 2
· Acute Radicular Pain < 12 weeks
· Pain of VAS 6 or more/                VRS moderate or more
· Radicular pain: Dermatomal pain that corresponds to physical exam and CT/MRI in the last year
	Exclusion

· Age < 18 or > 70 years
· ASA 3 or more
· Chronic radicular pain > 12 weeks
· Past spine surgery
· Intermittent Claudication due to Vascular Disease
· Diagnosed Diabetic Neuropathy
· Regular Cannabis use in past 6 months (more than once a week) OR once in last 2 weeks
· Regular opioid use within the past month
(Morphine, Tramadol, Oxycodone) (Equivalent to Morphine 20 mg/day or more)
· Pregnancy or Lactating
· Ischemic heart disease
· Renal or hepatic failure
· History of psychiatric illness
· Cognitive impairment or inability to answer questions
· Known allergy to opioids
· Potential Loss to follow up




B. Informed consent signed     □		Time: ___ : ___   Date: ___ / ___ / _____

C. Patient information
	Patient number:            ___
ASA:                 ___                   
Birth date:      ___ / ___ / _____
Age:                  ____ years old
Weight:           ____ kg
Height:             ____ cm
Gender:           M         F

	Patient sticker:









D. Investigator		Name: ________________________

Study Protocol					
Pre-admission pain medication in past week	
	Drug Name
	Received Since
	Dose
	Frequency
	Total Doses
	Total Days

	
	___ / ___ / ___
	___ mg
	___ /d
	FIX / PRN
	
	

	
	___ / ___ / ___
	___ mg
	___ /d
	FIX / PRN
	
	

	
	___ / ___ / ___
	___ mg
	___ /d
	FIX / PRN
	
	

	
	___ / ___ / ___
	___ mg
	___ /d
	FIX / PRN
	
	

	
	___ / ___ / ___
	___ mg
	___ /d
	FIX / PRN
	
	

	
	___ / ___ / ___
	___ mg
	___ /d
	FIX / PRN
	
	



A. Before Study Drug Measures 
	Pain VAS at rest
	___
	Pain VRS at rest
	___

	Pain VAS on movement
	___
	Pain VRS on movement
	___

	Nausea VAS
	___
	Nausea Scale
	___

	Anxiety VAS
	___
	
	

	Sedation POSS Scale
	___
	

	


B. Before Study Drug Vital Signs
	[bookmark: _Hlk493586646]Heart Rate
	____ / min
	Oxygen Saturation
	____ %

	Temperature
	____ ˚C
	Respiratory Condition
	RA     NC     FM

	Blood Pressure
	____ / ____ mm Hg
	Respiratory Rate
	____ / min



C. Drugs given in ER / Department
	Drug Name
	PO/IV
	Dose
	Date
	Time
	ER/Dep

	[bookmark: _Hlk489475997]
	
	___ mg
	
	___: ___
	

	
	
	___ mg
	
	___: ___
	

	
	
	___ mg
	
	___: ___
	

	
	
	___ mg
	
	___: ___
	

	
	
	___ mg
	
	___: ___
	

	
	
	___ mg
	
	___: ___
	

	
	
	___ mg
	
	___: ___
	

	
	
	___ mg
	
	___: ___
	

	
	
	___ mg
	
	___: ___
	

	
	
	___ mg
	
	___: ___
	

	
	
	___ mg
	
	___: ___
	



D. Blood sampling   yes I  no	Full Stomach         yes I  no

E. Administration of Study Drugs 
Time T0: ___ : ___ 			Date: ___ / ___ / _____

F. Start Morphine IV PCA                                                                        Time ___ : ___
Dose 1 mg. Lockout 10 min. Maximum 6 mg/hr. Background 0 mg.

G. After 30 minutes from Study Drug Measures 

	Pain VAS at rest
	___
	Pain VRS at rest
	___

	Pain VAS on movement
	___
	Pain VRS on movement
	___

	Nausea VAS
	___
	Nausea Scale
	___

	Anxiety VAS
	___
	
	

	Sedation POSS Scale
	___
	
	




H. After 1 hour from Study Drug Measures 

	Pain VAS at rest
	___
	Pain VRS at rest
	___

	Pain VAS on movement
	___
	Pain VRS on movement
	___

	Nausea VAS
	___
	Nausea Scale
	___

	Anxiety VAS
	___
	
	

	Sedation POSS Scale
	___
	
	



Blood sampling   yes I  no

I. Adverse Events – Comments				 Time ___ : ___





Repeated Data Collection 
	
	Date  __/__
Time  __:__
2 hours
	Date  __/__
Time  __:__
4 hours
	Date  __/__
Time  __:__
8 hours
	Date  __/__
Time  __:__
12 hours
	Date  __/__
Time  __:__
18 hours
	Date  __/__
Time  __:__
24 hours

	Pain VRS at Rest
	
	
	
	
	
	

	Pain VAS at Rest
	
	
	
	
	
	

	Pain VRS on Movement
	
	
	
	
	
	

	Pain VAS on Movement
	
	
	
	
	
	

	
Morphine IV PCA
	
	
	
	
	
	

	Total pushes
	
	
	
	
	
	

	Good pushes
	
	
	
	
	
	

	
Nausea Scale
	
	
	
	
	
	

	
Nausea VAS
	
	
	
	
	
	

	
Anxiety VAS
	
	
	
	
	
	

	
Sedation POSS Scale
	
	
	
	
	
	

	
	
	
	
	
	
	

	Rescue therapy (PO/IV)
	Dose
	Time
	Dose
	Time
	Dose
	Time
	Time
	Time
	Dose
	Time
	Dose
	Time

	Optalgin
	
	
	
	
	
	
	
	
	
	
	
	

	Acamol
	
	
	
	
	
	
	
	
	
	
	
	

	Ketrolac
	
	
	
	
	
	
	
	
	
	
	
	

	Zofran
	
	
	
	
	
	
	
	
	
	
	
	

	Pramin
	
	
	
	
	
	
	
	
	
	
	
	

	Midazolam
	
	
	
	
	
	
	
	
	
	
	
	

	phenergan
	
	
	
	
	
	
	
	
	
	
	
	

	Other
	
	
	
	
	
	
	
	
	
	
	
	

	
Vital Signs (optional)
HR
	

Time
	

Time
	
Time
	

Time
	

Time
	

Time

	Temp
	
	
	
	
	
	

	BP
	
	
	
	
	
	

	SpO2
	
	
	
	
	
	

	Condition: RA/ NC/ FM
	
	
	
	
	
	

	RR
	
	
	
	
	
	

	Blood sampling
	
	
	
	-------------
	-------------
	-------------



Adverse events – Comments at Time __ : __

Scale Key 	(Before)	Time: ___ : ___ 		Date: ___ / ___ / _____

a) Pain VRS at rest        ” באיזו מידה כואב לך במנוחה עכשיו? “	"ما شدة ألمك بالراحة الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



b) Pain VAS at rest        ” תסמן בקו מידת הכאב במנוחה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالراحة الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


c) Pain VRS at SLR        ” באיזו מידה כואב לך בבדיקה עכשיו? “ 	"ما شدة ألمك بالفحص الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



d) Pain VAS at SLR        ” תסמן בקו מידת הכאב בבדיקה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالفحص الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


e) Nausea Scale        ” כמה בחילות יש לך עכשיו? “ 	"كم من الغثيان عندك الأن؟"
	0- ללא בחילות בכלל  
	1- יש בחילות    
	2- ניסיון להקיא  
	3- הקאות      

	0- على الأطلاق لا يوجد غثيان  
	1- يوجد غثيان
	2- محاولة استفراغ 
	3- استفراغ   



f) Nausea VAS        ” תסמן בקו מידת הבחילה שיש לך עכשיו “	"ضع خط يعبر عن شدة غثيانك الأن"בחילה בלתי נסבל
ללא בחילה בכלל


		على الأطلاق لا يوجد غثيان
غثيان غير محتمل


g) Anxiety VAS        ” תסמן בקו מידת החרדה שיש לך עכשיו “	"ضع خط يعبر عن شدة قلقك الأن"	חרדה בלתי נסבלת
ללא חרדה בכלל

		على الأطلاق لا يوجد قلق
قلق غير محتمل


i) Sedation POSS Scale           S- Sleep, easy to arouse Acceptable           1- Awake and alert Acceptable           2- Slightly drowsy, easily aroused             3- Frequently drowsy, arousable, drifts off to sleep during conversation             4- Somnolent, minimal or no response to verbal or physical stimulation


Scale Key 	(After 30 min) 	Time: ___ : ___ 		Date: ___ / ___ / _____

a) Pain VRS at rest        ” באיזו מידה כואב לך במנוחה עכשיו? “	"ما شدة ألمك بالراحة الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



b) Pain VAS at rest        ” תסמן בקו מידת הכאב במנוחה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالراحة الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


c) Pain VRS at SLR        ” באיזו מידה כואב לך בבדיקה עכשיו? “ 	"ما شدة ألمك بالفحص الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



d) Pain VAS at SLR        ” תסמן בקו מידת הכאב בבדיקה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالفحص الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


e) Nausea Scale        ” כמה בחילות יש לך עכשיו? “ 	"كم من الغثيان عندك الأن؟"
	0- ללא בחילות בכלל  
	1- יש בחילות    
	2- ניסיון להקיא  
	3- הקאות      

	0- على الأطلاق لا يوجد غثيان  
	1- يوجد غثيان
	2- محاولة استفراغ 
	3- استفراغ   



f) Nausea VAS        ” תסמן בקו מידת הבחילה שיש לך עכשיו “	"ضع خط يعبر عن شدة غثيانك الأن"בחילה בלתי נסבל
ללא בחילה בכלל


		على الأطلاق لا يوجد غثيان
غثيان غير محتمل


g) Anxiety VAS        ” תסמן בקו מידת החרדה שיש לך עכשיו “	"ضع خط يعبر عن شدة قلقك الأن"	חרדה בלתי נסבלת
ללא חרדה בכלל

		على الأطلاق لا يوجد قلق
قلق غير محتمل


i) Sedation POSS Scale           S- Sleep, easy to arouse Acceptable           1- Awake and alert Acceptable           2- Slightly drowsy, easily aroused             3- Frequently drowsy, arousable, drifts off to sleep during conversation             4- Somnolent, minimal or no response to verbal or physical stimulation


Scale Key 	(After 1 hour) 	Time: ___ : ___ 		Date: ___ / ___ / _____

a) Pain VRS at rest        ” באיזו מידה כואב לך במנוחה עכשיו? “	"ما شدة ألمك بالراحة الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



b) Pain VAS at rest        ” תסמן בקו מידת הכאב במנוחה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالراحة الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


c) Pain VRS at SLR        ” באיזו מידה כואב לך בבדיקה עכשיו? “ 	"ما شدة ألمك بالفحص الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



d) Pain VAS at SLR        ” תסמן בקו מידת הכאב בבדיקה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالفحص الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


e) Nausea Scale        ” כמה בחילות יש לך עכשיו? “ 	"كم من الغثيان عندك الأن؟"
	0- ללא בחילות בכלל  
	1- יש בחילות    
	2- ניסיון להקיא  
	3- הקאות      

	0- على الأطلاق لا يوجد غثيان  
	1- يوجد غثيان
	2- محاولة استفراغ 
	3- استفراغ   



f) Nausea VAS        ” תסמן בקו מידת הבחילה שיש לך עכשיו “	"ضع خط يعبر عن شدة غثيانك الأن"בחילה בלתי נסבל
ללא בחילה בכלל


		على الأطلاق لا يوجد غثيان
غثيان غير محتمل


g) Anxiety VAS        ” תסמן בקו מידת החרדה שיש לך עכשיו “	"ضع خط يعبر عن شدة قلقك الأن"	חרדה בלתי נסבלת
ללא חרדה בכלל

		على الأطلاق لا يوجد قلق
قلق غير محتمل


i) Sedation POSS Scale           S- Sleep, easy to arouse Acceptable           1- Awake and alert Acceptable           2- Slightly drowsy, easily aroused             3- Frequently drowsy, arousable, drifts off to sleep during conversation             4- Somnolent, minimal or no response to verbal or physical stimulation


Scale Key 	(After 2 hours) 	Time: ___ : ___ 		Date: ___ / ___ / _____
*) Morphine IV PCA	Total pushes:___	Good pushes:___
a) Pain VRS at rest        ” באיזו מידה כואב לך במנוחה עכשיו? “	"ما شدة ألمك بالراحة الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



b) Pain VAS at rest        ” תסמן בקו מידת הכאב במנוחה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالراحة الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


c) Pain VRS at SLR        ” באיזו מידה כואב לך בבדיקה עכשיו? “ 	"ما شدة ألمك بالفحص الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



d) Pain VAS at SLR        ” תסמן בקו מידת הכאב בבדיקה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالفحص الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


e) Nausea Scale        ” כמה בחילות יש לך עכשיו? “ 	"كم من الغثيان عندك الأن؟"
	0- ללא בחילות בכלל  
	1- יש בחילות    
	2- ניסיון להקיא  
	3- הקאות      

	0- على الأطلاق لا يوجد غثيان  
	1- يوجد غثيان
	2- محاولة استفراغ 
	3- استفراغ   



f) Nausea VAS        ” תסמן בקו מידת הבחילה שיש לך עכשיו “	"ضع خط يعبر عن شدة غثيانك الأن"בחילה בלתי נסבל
ללא בחילה בכלל


		على الأطلاق لا يوجد غثيان
غثيان غير محتمل


g) Anxiety VAS        ” תסמן בקו מידת החרדה שיש לך עכשיו “	"ضع خط يعبر عن شدة قلقك الأن"	חרדה בלתי נסבלת
ללא חרדה בכלל

		على الأطلاق لا يوجد قلق
قلق غير محتمل


i) Sedation POSS Scale           S- Sleep, easy to arouse Acceptable           1- Awake and alert Acceptable           2- Slightly drowsy, easily aroused             3- Frequently drowsy, arousable, drifts off to sleep during conversation             4- Somnolent, minimal or no response to verbal or physical stimulation


Scale Key 	(After 4  hours) 	Time: ___ : ___ 		Date: ___ / ___ / _____
*) Morphine IV PCA	Total pushes:___	Good pushes:___
a) Pain VRS at rest        ” באיזו מידה כואב לך במנוחה עכשיו? “	"ما شدة ألمك بالراحة الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



b) Pain VAS at rest        ” תסמן בקו מידת הכאב במנוחה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالراحة الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


c) Pain VRS at SLR        ” באיזו מידה כואב לך בבדיקה עכשיו? “ 	"ما شدة ألمك بالفحص الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



d) Pain VAS at SLR        ” תסמן בקו מידת הכאב בבדיקה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالفحص الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


e) Nausea Scale        ” כמה בחילות יש לך עכשיו? “ 	"كم من الغثيان عندك الأن؟"
	0- ללא בחילות בכלל  
	1- יש בחילות    
	2- ניסיון להקיא  
	3- הקאות      

	0- على الأطلاق لا يوجد غثيان  
	1- يوجد غثيان
	2- محاولة استفراغ 
	3- استفراغ   



f) Nausea VAS        ” תסמן בקו מידת הבחילה שיש לך עכשיו “	"ضع خط يعبر عن شدة غثيانك الأن"בחילה בלתי נסבל
ללא בחילה בכלל


		على الأطلاق لا يوجد غثيان
غثيان غير محتمل


g) Anxiety VAS        ” תסמן בקו מידת החרדה שיש לך עכשיו “	"ضع خط يعبر عن شدة قلقك الأن"	חרדה בלתי נסבלת
ללא חרדה בכלל

		على الأطلاق لا يوجد قلق
قلق غير محتمل


i) Sedation POSS Scale           S- Sleep, easy to arouse Acceptable           1- Awake and alert Acceptable           2- Slightly drowsy, easily aroused             3- Frequently drowsy, arousable, drifts off to sleep during conversation             4- Somnolent, minimal or no response to verbal or physical stimulation


Scale Key 	(After 8  hours) 	Time: ___ : ___ 		Date: ___ / ___ / _____
*) Morphine IV PCA	Total pushes:___	Good pushes:___
a) Pain VRS at rest        ” באיזו מידה כואב לך במנוחה עכשיו? “	"ما شدة ألمك بالراحة الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



b) Pain VAS at rest        ” תסמן בקו מידת הכאב במנוחה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالراحة الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


c) Pain VRS at SLR        ” באיזו מידה כואב לך בבדיקה עכשיו? “ 	"ما شدة ألمك بالفحص الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



d) Pain VAS at SLR        ” תסמן בקו מידת הכאב בבדיקה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالفحص الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


e) Nausea Scale        ” כמה בחילות יש לך עכשיו? “ 	"كم من الغثيان عندك الأن؟"
	0- ללא בחילות בכלל  
	1- יש בחילות    
	2- ניסיון להקיא  
	3- הקאות      

	0- على الأطلاق لا يوجد غثيان  
	1- يوجد غثيان
	2- محاولة استفراغ 
	3- استفراغ   



f) Nausea VAS        ” תסמן בקו מידת הבחילה שיש לך עכשיו “	"ضع خط يعبر عن شدة غثيانك الأن"בחילה בלתי נסבל
ללא בחילה בכלל


		على الأطلاق لا يوجد غثيان
غثيان غير محتمل


g) Anxiety VAS        ” תסמן בקו מידת החרדה שיש לך עכשיו “	"ضع خط يعبر عن شدة قلقك الأن"	חרדה בלתי נסבלת
ללא חרדה בכלל

		على الأطلاق لا يوجد قلق
قلق غير محتمل


i) Sedation POSS Scale           S- Sleep, easy to arouse Acceptable           1- Awake and alert Acceptable           2- Slightly drowsy, easily aroused             3- Frequently drowsy, arousable, drifts off to sleep during conversation             4- Somnolent, minimal or no response to verbal or physical stimulation

Scale Key 	(After 12 hours) 	Time: ___ : ___ 		Date: ___ / ___ / _____
*) Morphine IV PCA	Total pushes:___	Good pushes:___
a) Pain VRS at rest        ” באיזו מידה כואב לך במנוחה עכשיו? “	"ما شدة ألمك بالراحة الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



b) Pain VAS at rest        ” תסמן בקו מידת הכאב במנוחה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالراحة الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


c) Pain VRS at SLR        ” באיזו מידה כואב לך בבדיקה עכשיו? “ 	"ما شدة ألمك بالفحص الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



d) Pain VAS at SLR        ” תסמן בקו מידת הכאב בבדיקה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالفحص الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


e) Nausea Scale        ” כמה בחילות יש לך עכשיו? “ 	"كم من الغثيان عندك الأن؟"
	0- ללא בחילות בכלל  
	1- יש בחילות    
	2- ניסיון להקיא  
	3- הקאות      

	0- على الأطلاق لا يوجد غثيان  
	1- يوجد غثيان
	2- محاولة استفراغ 
	3- استفراغ   



f) Nausea VAS        ” תסמן בקו מידת הבחילה שיש לך עכשיו “	"ضع خط يعبر عن شدة غثيانك الأن"בחילה בלתי נסבל
ללא בחילה בכלל


		على الأطلاق لا يوجد غثيان
غثيان غير محتمل


g) Anxiety VAS        ” תסמן בקו מידת החרדה שיש לך עכשיו “	"ضع خط يعبر عن شدة قلقك الأن"	חרדה בלתי נסבלת
ללא חרדה בכלל

		على الأطلاق لا يوجد قلق
قلق غير محتمل


i) Sedation POSS Scale           S- Sleep, easy to arouse Acceptable           1- Awake and alert Acceptable           2- Slightly drowsy, easily aroused             3- Frequently drowsy, arousable, drifts off to sleep during conversation             4- Somnolent, minimal or no response to verbal or physical stimulation


Scale Key 	(After 18 hours) 	Time: ___ : ___ 		Date: ___ / ___ / _____
*) Morphine IV PCA	Total pushes:___	Good pushes:___
a) Pain VRS at rest        ” באיזו מידה כואב לך במנוחה עכשיו? “	"ما شدة ألمك بالراحة الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



b) Pain VAS at rest        ” תסמן בקו מידת הכאב במנוחה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالراحة الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


c) Pain VRS at SLR        ” באיזו מידה כואב לך בבדיקה עכשיו? “ 	"ما شدة ألمك بالفحص الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



d) Pain VAS at SLR        ” תסמן בקו מידת הכאב בבדיקה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالفحص الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


e) Nausea Scale        ” כמה בחילות יש לך עכשיו? “ 	"كم من الغثيان عندك الأن؟"
	0- ללא בחילות בכלל  
	1- יש בחילות    
	2- ניסיון להקיא  
	3- הקאות      

	0- على الأطلاق لا يوجد غثيان  
	1- يوجد غثيان
	2- محاولة استفراغ 
	3- استفراغ   



f) Nausea VAS        ” תסמן בקו מידת הבחילה שיש לך עכשיו “	"ضع خط يعبر عن شدة غثيانك الأن"בחילה בלתי נסבל
ללא בחילה בכלל


		على الأطلاق لا يوجد غثيان
غثيان غير محتمل


g) Anxiety VAS        ” תסמן בקו מידת החרדה שיש לך עכשיו “	"ضع خط يعبر عن شدة قلقك الأن"	חרדה בלתי נסבלת
ללא חרדה בכלל

		على الأطلاق لا يوجد قلق
قلق غير محتمل


i) Sedation POSS Scale           S- Sleep, easy to arouse Acceptable           1- Awake and alert Acceptable           2- Slightly drowsy, easily aroused             3- Frequently drowsy, arousable, drifts off to sleep during conversation             4- Somnolent, minimal or no response to verbal or physical stimulation


Scale Key 	(After 24 hours) 	Time: ___ : ___ 		Date: ___ / ___ / _____
*) Morphine IV PCA	Total pushes:___	Good pushes:___
a) Pain VRS at rest        ” באיזו מידה כואב לך במנוחה עכשיו? “	"ما شدة ألمك بالراحة الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



b) Pain VAS at rest        ” תסמן בקו מידת הכאב במנוחה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالراحة الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


c) Pain VRS at SLR        ” באיזו מידה כואב לך בבדיקה עכשיו? “ 	"ما شدة ألمك بالفحص الأن؟"
	0- ללא כאב בכלל 
	1- כאב חלש    
	2- כאב בינוני      
	3- כאב חזק      
	4- כאב בלתי נסבל

	0- على الأطلاق لا يوجد ألم  
	1- ألم خفيف      
	2-ألم متوسط     
	3- ألم شديد     
	4- ألم غير محتمل



d) Pain VAS at SLR        ” תסמן בקו מידת הכאב בבדיקה שיש לך עכשיו “	"ضع خط يعبر عن شدة ألمك بالفحص الأن"כאב בלתי נסבל
ללא כאב בכלל

		ألم غير محتمل
على الأطلاق لا يوجد ألم


e) Nausea Scale        ” כמה בחילות יש לך עכשיו? “ 	"كم من الغثيان عندك الأن؟"
	0- ללא בחילות בכלל  
	1- יש בחילות    
	2- ניסיון להקיא  
	3- הקאות      

	0- على الأطلاق لا يوجد غثيان  
	1- يوجد غثيان
	2- محاولة استفراغ 
	3- استفراغ   



f) Nausea VAS        ” תסמן בקו מידת הבחילה שיש לך עכשיו “	"ضع خط يعبر عن شدة غثيانك الأن"בחילה בלתי נסבל
ללא בחילה בכלל


		على الأطلاق لا يوجد غثيان
غثيان غير محتمل


g) Anxiety VAS        ” תסמן בקו מידת החרדה שיש לך עכשיו “	"ضع خط يعبر عن شدة قلقك الأن"	חרדה בלתי נסבלת
ללא חרדה בכלל

		على الأطلاق لا يوجد قلق
قلق غير محتمل


i) Sedation POSS Scale           S- Sleep, easy to arouse Acceptable           1- Awake and alert Acceptable           2- Slightly drowsy, easily aroused             3- Frequently drowsy, arousable, drifts off to sleep during conversation             4- Somnolent, minimal or no response to verbal or physical stimulation


