
Letters to Editor

258 Saudi Journal of Anesthesia / Volume 16 / Issue 2 / April‑June 2022

References

1. Berger VW, Alperson SY. A general framework for the evaluation of 
clinical trial quality. Rev Recent Clin Trials 2009;4:79‑88.

2. Schulz KF, Altman DG, Moher D; CONSORT Group. CONSORT 2010 
statement: Updated guidelines for reporting parallel group randomised 
trials. BMJ 2010;340:c332.

3. Hempel S, Suttorp MJ, Miles JNV, Wang Z, Maglione M, Morton S, 
et al. Empirical Evidence of Associations Between Trial Quality and 
Effect Size. Rockville (MD): Agency for Healthcare Research and 
Quality (US); 2011 Jun. [Table], Jadad Scale. Available from: https://
www.ncbi.nlm.nih.gov/books/NBK56923/table/appendixes.app6.
t1/. [Last accessed on 2021 Dec 18].

4. Jadad AR, Moore RA, Carroll D, Jenkinson C, Reynolds DJ, 
Gavaghan DJ, et al. Assessing the quality of reports of randomized 
clinical trials: Is blinding necessary? Control Clin Trials 1996;17:1‑12.

5. Verhagen AP, de Vet HC, de Bie RA, Kessels AG, Boers M, Bouter LM, 
et al. The Delphi list: A criteria list for quality assessment of randomized 
clinical trials for conducting systematic reviews developed by Delphi 
consensus. J Clin Epidemiol 1998;51:1235‑41.

6. Nasa P, Jain R, Juneja D. Delphi methodology in healthcare research: 
How to decide its appropriateness. World J Methodol 2021;11:116‑29.

7. Higgins JP, Altman DG, Gøtzsche PC, Jüni P, Moher D, Oxman AD, 

This is an open access journal, and articles are distributed under the 
terms of the Creative Commons Attribution‑NonCommercial‑ShareAlike 
4.0 License, which allows others to remix, tweak, and build upon the 
work non‑commercially, as long as appropriate credit is given and 
the new creations are licensed under the identical terms.

How to cite this article: Nair A. Quality of a randomized‑controlled 
trial‑ how to assess and improve reporting?. Saudi J Anesth 2022;16:257‑8.

© 2022 Saudi Journal of Anesthesia | Published by Wolters Kluwer ‑ Medknow

Access this article online

Website:

www.saudija.org

Quick Response Code

DOI:

10.4103/sja.sja_870_21

Ciprofol‑ a game changing intravenous anesthetic or another 
experimental drug!

et al. The cochrane collaboration’s tool for assessing risk of bias in 
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To the Editor,
Propofol (2,6, diiso‑propoxyphenol) is undoubtedly the 
most popular induction agent used in anesthesia. With 
total intravenous anesthesia (TIVA) getting popular among 
many anesthesiologists, propofol occupies the place as a 
reliable agent for maintenance agent for surgical anesthesia, 
procedural sedation, and intensive care unit (ICU) sedation. 
The other advantages are rapid onset, rapid recovery, and a 
high clearance rate. The commonly encountered issues with 
the use of propofol are pain on injection, hemodynamic issues 
in elderly patients, dose‑dependent respiratory depression in 
pediatric and elderly patients, patients with cardiovascular 
diseases, and hypovolemia. The other undesirable issues with 
the use of propofol are myoclonus and propofol infusion 
syndrome which leads to hyperkalemia and cardiac arrest 
after a prolonged infusion.

Ciprofol (working name‑ HSK3486) is a γ‑aminobutyric 
acid (GABA) receptor agonist and is a novel 2,6‑disubstituted 
phenol derivative like propofol. It is a recently introduced 
intravenous anesthetic agent which has undergone phase 
I and II trials in Australia and China. It is manufactured by 

Haisco Pharmaceutical Group Co., Ltd.[1] At a dose ranging 
from 0.4 to 0.6 mg/kg, ciprofol has comparable anesthetic 
efficacy, onset, recovery, and clearance rate after an 
infusion (in healthy volunteers) to that of propofol. Studies 
have demonstrated that pain on injection is lesser when 
compared to propofol possibly due to lower concentration 
in the aqueous phase of the emulsion. Ciprofol demonstrated 
favorable anesthetic properties with little residual effects in 
a study involving si healthy volunteers who received a dose 
of 0.4 mg/kg. When studied with 14C‑labeled intravenous 
dose of ciprofol, there were circulating metabolites that were 
identified on analysis and were found to be nonhypnotic and 
nontoxic.[2]

In a phase IIa multi‑center, open‑label, nonrandomized, 
positive control, dose‑escalating study, Teng et al.[3] compared 
0.2–0.5 mg/kg of ciprofol with 2 mg/kg propofol for 
colonoscopy and found both drugs suitable and tolerable. 
In the same study, a phase IIb randomized trial with three 
groups was conducted. Two doses of ciprofol i.e., 0.4 and 
0.5 mg/kg were compared with 2 mg/kg propofol. The authors 
concluded that at doses of 0.4–0.5 mg/kg, ciprofol induced 
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equivalent sedation and anesthesia with a similar safety 
profile to propofol 2.0 mg/kg during colonoscopy without 
major adverse events.

In an open‑label, randomized, two‑way cross‑over study, 
involving healthy subjects conducted by Hu et al.,[4] 
authors randomized subjects to receive initial doses of 
ciprofol/propofol as an infusion for 30 min in part 1 (n = 8) 
and a bolus dose in part 2 (n = 8) followed by maintenance 
infusions for a total of 4 h in part 1 and 12 h in part 2. The 
safety and tolerability of both drugs were comparable. The 
pain on injection and respiratory depression were less with 
ciprofol when compared to propofol.

Liu et al.[5] conducted a multicenter, open‑label, randomized, 
propofol positive‑controlled, phase 2 trial involving 39 
Chinese ICU patients for whom mechanical ventilation was 
indicated. They randomly assigned the patients to receive 
ciprofol or propofol group in a 2:1 ratio. Ciprofol loading was 
with 0.1–0.2 mg/kg for 0.5–5 min, a maintenance infusion 
rate of 0.3 mg/kg/h, which was adjusted to a rate of 0.06 
to 0.80 mg/kg/h. Propofol loading was at 0.5–1.0 mg/kg for 
0.5–5 min, a maintenance infusion rate of 1.5 mg/kg/h 
adjusted to 0.3–4.0 mg/kg/h. The adjustment was done 
to achieve an acceptable sedation score. On analysis of 
36 patients who completed the study, the authors concluded 
that tolerability, sedation characteristics, and adverse events 
like hypotension were comparable between both groups with 
the doses used in patients on mechanical ventilation.

Propofol infusion syndrome (PIS) is a well‑described syndrome 
that occurs due to prolonged infusion described in adults and 
pediatric patients.[6] The present literature has not described 
anything similar to PIS with the use of ciprofol. Other off‑label 
indications of propofol like status epilepticus and as an 
anti‑emetic have not been explored with ciprofol yet.

To conclude, ciprofol appears to be an anesthetic agent and 
sedative with properties similar to propofol with lesser pain 
on injection and better cardiovascular stability. However, 
further comparative studies are required to establish its 
superiority or comparability to propofol.
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