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AMENDODDIMENT S

Document to be Details of Rationale for New document Details of amendment,
amended (inc. amendment, amendment name, version inc. page number
current version inc. page number and date
and date) number
This productis | protocol V.4.1 Page 15:
Protocol V.4 Page 151 not available Date :11/11/2013 | We are changing the
Date:17/12/2012| Ultra Care® | any more in topical anaesthetic (Ultra
topical the Care® topical
Anaesthetic | department Anaesthetic Gel
Gel (Benzocaine 209
(Benzocaine W/V), but not the
20% W/V) technique of application.
And we are going to use
the available topical
anaesthetic according to
local practice.

Protocol V.4.1 Page 9 and 21 This section Protocol V.5 Page 9 and 21:

Date:11/11/2013| 9.1.1.1 has been Date :07/02/2014 | This was written in the

lidocaine removed protocol as an IMP and
the MHRA this was not
included, therefore, we
have removed it from
the protocol.

Page 25 This has been | protocol V.5 Page 25:

Maximum changed, and Date :07/02/2014 | Typing error, the doses

dosage of | corrected. level has been mixed

articaine an up, the information has

lidocaine been corrected.

Protocol V.5 Page 24 This has been Protocol V.6 EXCEPTION:

Date :07/02/2014| Trial Schedule updated to Date :10/01/2015 | This part has been
include further amended 7 and was
information added to the protocol
based on following the Substantial
substantial Amendment 1.0, 9/4/14-
amendments NRES Committee:

Some patients were
seen in the screening
visit and had received
the dental treatment on
the same day according
to the randomisation
table. This was done to
facilitate the recruitment
and for the best of
patient s irn

Protocol ID: DT11/9936 EudraCT Number: 2011-004711-23
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STIUD BU MWLRR Y

GENERAL INFORMATION

Comparative studies of the anaesthetic efficacy of 4%
Articaine versus 2% Lidocaine in children

Short Title
Comparative studies of the anaesthetic efficacy of 4%
Articaine used as mandibular infiltration versus 2%
. Lidocaine used as inferior dental nerve block, in extraction
Full Title . ) . )
and pulpotomy of mandibular primary molars in children.
Sponsor University of Leeds
Sponsor ID DT11/9936
EudraCT No. 2011-004711-23
ISRCTN Number ISRCTN11415977

Chief Investigator

Monty S. Duggal

Principle Investigator

Fatma S. Alzahrani

Co-ordinating Centre

Leeds Dental Institute

National / International | National
TRIAL INFORMATION
Phase PhaselV
1. Both drugs are licensed
L 2. Investigating how will the drugs work when it is used
Indication s
more widely.
Design Aparallel prospective, randomised, controlled trial.

Primary Objectives

1. Totest if the planned dental treatment has been
accomplished

2. If the treatment has been completed, was there a
complaint of pain, and

3. To evaluate the level of pain if any was experienced.

Secondary Objectives

To evaluate the acceptance of the provided dental
treatment to the child by both the child who had the dental
treatment and parents/guardian.

TRIAL TIMELINES

Expected start date

01-01-2013

Subject enrolment
phase

24 months

Follow-up duration

Not Required.

End of Trial Definition

Last visit for the last participant.

Protocol ID: DT11/9936 EudraCT Number: 2011-004711-23
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Expected completion
date

01-01-2015

TRIAL SUBJECT INFORMATION

Number of trial
subjects

110children

Age group of trial

51t0 9 Years old.

subjects

1 Children aged 5 to 9 years.

1 Medically fit (ASA 1,11).

1 Requiring extraction /pulpotomy of primary mandibular
molars teeth under local anaesthetic.

1 Mentally capable of communication.

1 Understand English.

Inclusion criteria 1 Tooth with no history of infection (abscess) or swelling

and no evidence of periapical pathosis.

1 The roots resorption of the primary tooth must be less
than two thirdof the root.

1 Parents/guardian must give informed written consent
prior to participation.

1 Child must give assent prior to participation.

1 Medically and mentally compromised children.

1 Allergic to amide local anaesthetic or any of the

Exclusion criteria ingredients _in t_h_e cartilageg.

1 History of significant behaviour management problems.

1 Evidence of infection near the proposed injection site as
this mig_]ht affect the efficacy of local anaesthesia.

INVESTIGATIONAL MEDICINAL PRODUCT

IMP name(s)

1- Articaine (Septanest 1:100,000)
4% articaine with 1:100,000 epinephrine injection
solution

2- Lidocaine (Lignospan Special)
2% lidocaine with 1:80,000 epinephrine injection
solution.

Duration of IMP
Treatment

30- 60 minutes.

IMP Supplier(s)

Septodont.

Non IMP name(s)

1- Topical anaesthesia.
2- Adrenaline

Protocol ID: DT11/9936 EudraCT Number: 2011-004711-23
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DATA EXTRACTION SHEET

Seneral inform ation

Article numhber

Date of data extraction

Title

Details of puhblication

Year

« “olume

o Fages

Country of origin

Institutional affiliation

When was the fieldwork conducted

Languayge

Author

Source

Publication type

Published

Unpublished

Thesis

Cither

Data Extraction Sheet
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Hesearch question

Aim

Hypothesis

Study design

Randomisation

[0 Mot reported [ Yes (1Mo
If yes, describe it :
Blinding Subjec [ Mot reported [ es [ Mo
Cperator (] Mot reported [7] Yes (] Mo
Evaluator (] Mot reported [ ves [] Mo
Statiztician ] Mot reported ] Wes [ Mo
Standardization Mumber of operstors (] Mot repoted (] Single [ Multiple
Aftempt to standardize
operatars (] Mot reported [[) ves [] Mo
Mumber of evalustors | 5 pot reported () Single [ Multiple
evalustors
Statistical analysis Appropriste far study
clezign [ Mot Clear [ Yes [ Mo

Data Extraction Sheet
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Treatment procedures
Treatment group Control group
Arch anaesthetised O Maxilla O Maxlla
O Mandible O Mandible
O Corbing (rmax & rand) O Caombine (max & mand)
Technigue used for application of O Mot specified O Mot specified
LA O Infiltration O Infitration
O Periadontal ligament O Periodantal ligament
O |ANE O |ANB
O Buccal infiltration - mand 0 Buccal infiltration - mand
O Palatal infitration- max O Palatal infitration- max
0 Other O Other
Type of LA used O Adicaine O Aricaine
O Lidacaine O Lidocaine
O Other O Other
Amount of LA used
Treated tooth/teeth O FPrimary O PFrimary
O Permanente O Fermanente
Treated tooth/teeth O Mot specified O Mot specified
O Centralincisors O Central incisors
O Lateral incisors O Lateralincisors
O Canine O Canine
O 1% premalar O 1%t premalar
O 2% premalar O 2™ premalar
O 1% maolar O 1=t malar
O 2 malar O 2™ rmalar
O 3 rrolar O 3™ molar
Type of dental treatment O Esxtraction O Extraction
O Pulptherapy O Pulp therapy
O Simple restaration 0 Simple restoration
O Moderate restoration O Moderate restoration
Data Extraction Sheet
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Qutcome

Initial Diagnosis of the O Mot specified

Tooth O “ial
O lrreversible pulpitis

Definition of pulpal O Mot reported

anaesthetic success O Megative EPT respanses at 80 of consecutive reading
O Ability to perform treatment without pain using %AS scale
O Abilty to perfarm treatment without requiring re injectian
O Mo pain
O Other

Pulpal anaesthetic O “AS categarical

SUCCeSS o EFT
O Others

Pulpal anaesthetic O set 0 Reported

effect

Mot reported

Ciuration 0 Reported

O ®at repoted
SUCCESS O 30minute
0 E0minutes
Soft tissue Cnzet O Reported

anaesthetic effect

O Mot repoted

Data Extraction Sheet
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Curation O Reported

Mot reported
Success O 30minute
0 B0 minutes

Participants
Target population O Adult OChildren
Characteristic of population

Number of participants | Total Girls: B ys:

Age | Mean age: (Sirls: Boys:
Social class

Geographic location

Ethnicity

Health status

Other information

Data Extraction Sheet
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Methodology of study

Inclusion criteria

Exclusion criteria

Sample size calculation

Randomisation

Allocation

Data Extraction Sheet
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Data analysis

Intend to treat analysis

Statistical technigque

used

Qualitative analysis

Computer analysis
took used

Ethics

WWas ethics committee approval obtained?
0 ¥es ] Mo

—

Data Extraction Sheet
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Bias

ADDITI MME

Data Extraction Sheet
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FINAL STUDIES AFTER REMOVING THE DUPLICATE FOR 1°T REVIEW

No

Study Information

Included

Excluded /
why

ABDULWAHAB, M., BOYNES, S., MOORE, P.,
SEIFIKAR, S., AL-JAZZAF, A., ALSHURAIDAH, A.,
ZOVKO, J. & CLOSE, J. 2009. The efficacy of six
local anesthetic formulations used for posterior
mandibular buccal infiltration anesthesia. Journal of
the American Dental Association (JADA), 140,
1018-1024.

Yes

ABRAMS, R., MORRISON, J. E., VILLASENOR, A.,
HENCMANN, D., DA FONSECA, M. & MUELLER,
W. Safety and effectiveness of intranasal
administration of sedative medications (ketamine,
midazolam, or sufentanil) for urgent brief pediatric
dental procedures. Anesthesia Progress, 40, 63-6.

No

Sedation

AITKEN, J. C., WILSON, S., COURY, D. &
MOURSI, A. M. The effect of music distraction on
pain, anxiety and behavior in pediatric dental
patients. Pediatric Dentistry, 24, 114-8.

No

effect of music
distraction

AL-BAHLANI, S., SHERRIFF, A. & CRAWFORD, P.
J. Tooth extraction, bleeding and pain control.
Journal of the Royal College of Surgeons of
Edinburgh, 46, 261-4.

No

Tooth extraction,
bleeding and
pain control

ALEMANY-MARTINEZ, A., VALMASEDA-
CASTELLON, E., BERINI-AYTES, L. & GAY-
ESCODA, C. 2008. Hemodynamic changes during
the surgical removal of lower third molars. Journal
of Oral & Maxillofacial Surgery (02782391), 66, 453-
461.

No

Hemodynamic
changes during

ALLEN, K. D., KOTIL, D., LARZELERE, R. E.,
HUTFLESS, S. & BEIRAGHI, S. Comparison of a
computerized anesthesia device with a traditional
syringe in preschool children. Pediatric Dentistry,
24, 315-20.

No

computerized
anaesthesia
device

AMINABADI, N. A. & FARAHANI, R. M. Z. The
effect of pre-cooling the injection site on pediatric
pain perception during the administration of local
anesthesia. Journal of Contemporary Dental
Practice [Electronic Resource], 10, 43-50.

No

pre-cooling the
injection site

AMINABADI, N. A., FARAHANI, R. M. Z. & BALAYI
GAJAN, E. The efficacy of distraction and
counterstimulation in the reduction of pain reaction

No

The efficacy of
distraction
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to intraoral injection by pediatric patients. Journal of
Contemporary Dental Practice [Electronic
Resource], 9, 33-40.

9. ANDRZEJOWSKI, J. & LAMB, L. The effect of The effect of
swabs soaked in bupivacaine and epinephrine for NoO swabs soaked
pain relief following simple dental extractions in
children. Anaesthesia, 57, 281-3.

10. ANNEQUIN, D., CARBAJAL, R., CHAUVIN, P., Sedation
GALL, O., TOURNIAIRE, B. & MURAT, I. Fixed No
50% nitrous oxide oxygen mixture for painful
procedures: A French survey. Pediatrics, 105, E47.

11 | ARAPOSTATHIS, K. N., DABARAKIS, N. N., Comparison
COOLIDGE, T., TSIRLIS, A. & KOTSANOS, N. between jet
Comparison of acceptance, preference, and efficacy No injection INJEX
between jet injection INJEX and local infiltration and local
anesthesia in 6 to 11 year old dental patients. infiltration
Anesthesia Progress, 57, 3-12. anaesthesia

12. | ARCH, L. M., HUMPHRIS, G. M. & LEE, G. T. choosing
Children choosing between general anaesthesia or between general
inhalation sedation for dental extractions: the effect No anaesthesia or
on dental anxiety. International Journal of Paediatric inhalation
Dentistry, 11, 41-8. sedation

13. ARMSTRONG, P. J. The value of associating Sedation
pentazocine with drugs used in accepted No
intravenous techniques. Australian Dental Journal,

20, 235-8.

14. ARROW, P. 2012. A comparison of articaine 4%
and lignocaine 2% in block and infiltration analgesia Yes
in children. Australian Dental Journal, 57, 325-333.

15 |ASARCH, T., ALLEN, K., PETERSEN, B. & a computerized
BEIRAGHI, S. Efficacy of a computerized local NoO local anaesthesia
anesthesia device in pediatric dentistry. Pediatric device
Dentistry, 21, 421-4.

16. AY, S., KUCUK, D., GUMUS, C. & KARA, M. I. Distribution and
2011. Distribution and absorption of local absorption of
anesthetics in inferior alveolar nerve block: No local
evaluation by magnetic resonance imaging. Journal anaesthetics
of Oral & Maxillofacial Surgery (02782391), 69,

2722-2730.

17. |BAGESUND, M. & TABRIZI, P. Lidocaine 20% Topical
patch vs lidocaine 5% gel for topical anaesthesia of No anaesthesia
oral mucosa. International Journal of Paediatric
Dentistry, 18, 452-60.

18. BAGHDADI, Z. D. A comparison of parenteral and NoO A comparison of

electronic dental anesthesia during operative

parenteral and
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procedures in children. General Dentistry, 48, 150-
6.

electronic dental
anaesthesia

19.

BAGHDADI, Z. D. Evaluation of electronic dental
anesthesia in children. Oral Surgery Oral Medicine
Oral Pathology Oral Radiology & Endodontics, 88,
418-23.

No

Evaluation of
electronic dental
anaesthesia

20.

BALUGA, J. C. Allergy to local anesthetics in
dentistry. Myth or reality? Revista Alergia Mexico,
50, 176-81.

No

Allergy

21.

BAYGIN, O., TUZUNER, T., ISIK, B., KUSGOZ, A.
& TANRIVER, M. Comparison of pre-emptive
ibuprofen, paracetamol, and placebo administration
in reducing post-operative pain in primary tooth
extraction. International Journal of Paediatric
Dentistry, 21, 306-13.

No

reducing post-
operative pain

22.

BERLIN, J., NUSSTEIN, J., READER, A., BECK, M.

& WEAVER, J. 2005. Efficacy of articaine and
lidocaine in a primary intraligamentary injection
administered with a computer-controlled local
anesthetic delivery system. Oral Surgery, Oral
Medicine, Oral Pathology, Oral Radiology &
Endodontology, 99, 361-366.

No

Adult
- - Inter-

ligamental
computer-
controlled
local
anaestheti
C

23.

BHANANKER, S. M., AZAVEDO, L. F. &
SPLINTER, W. M. Addition of morphine to local
anesthetic infiltration does not improve analgesia
after pediatric dental extractions. Paediatric
Anaesthesia, 18, 140-4.

No

Addition of
morphine to local
anaesthetic

24.

BORIO, P. S., DEFABIANIS, E. & ROCCIA, G. M.
[Clinical experimentation of a new local anesthetic,
Citanest 3 O]. Minerva Stomatologica, 18, 291-8.

Yes

25.

BRADLEY, D. J. & MARTIN, N. D. Clinical
evaluation of mepivacaine and lidocaine. Australian
Dental Journal, 14, 377-81.

Yes

26.

CARREL, R., FRIEDMAN, L. & BINNS, W. H., JR.
Laboratory and clinical evaluation of a new topical
anesthetic. Anesthesia Progress, 21, 126-31.

No

Topical
anaesthesia

27.

CHIARETTI, A., BARONE, G., RIGANTE, D.,
RUGGIERO, A., PIERRI, F., BARBI, E., BARONE,
G. & RICCARDI, R. Intranasal lidocaine and
midazolam for procedural sedation in children.
Archives of Disease in Childhood, 96, 160-3.

No

Sedation

28.

CHIN, K. L., YAGIELA, J. A., QUINN, C. L.,
HENDERSON, K. R. & DUPERON, D. F. Serum
mepivacaine concentrations after intraoral injection

No

Serum
mepivacaine
concentrations
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in young children. Journal of the California Dental
Association, 31, 757-64.

29. |CHO, S. Y., DRUMMOND, B. K., ANDERSON, M. Effectiveness of

H. & WILLIAMS, S. Effectiveness of electronic electronic dental

! : : . No .
dental anesthesia for restorative care in children. anaesthesia
Pediatric Dentistry, 20, 105-11.

30- |COBAN, Y. K., SENOGLU, N. & OKSUZ, H. Effects cleft palate repair
of preoperative local ropivacaine infiltration on
postoperative pain scores in infants and small No
children undergoing elective cleft palate repair.

Journal of Craniofacial Surgery, 19, 1221-4.

31. COLLEGE, C., FEIGAL, R., WANDERA, A. & Bilateral versus
STRANGE, M. Bilateral versus unilateral NoO unilateral
mandibular block anesthesia in a pediatric mandibular block
population. Pediatric Dentistry, 22, 453-7.

32. | COLOMBINI, B. L., MODENA, K. C. S., CALVO, A. postoperative
M., SAKAI, V. T., GIGLIO, F. P. M., DIONISIO, T. analgesia
J., TRINDADE, A. S., JR., LAURIS, J. R. P. & Articaine and
SANTOS, C. F. 2006. Articaine and mepivacaine Z;epllvacalne
efficacy in postoperative analgesia for lower third No ult
molar removal: a double-blind, randomized,
crossover study. Oral Surgery, Oral Medicine, Oral
Pathology, Oral Radiology & Endodontology, 102,

169-174.

33. |COSTA, C. G.,, TORTAMANO, I. P., ROCHA, R. G.,
FRANCISCHONE, C. E. & TORTAMANO, N. 2005.

Onset and duration periods of articaine and Yes
lidocaine on maxillary infiltration. Quintessence
International, 36, 197-201.

34. | COULTHARD, P., ROLFE, S., MACKIE, I. C., postoperative
GAZAL, G., MORTON, M. & JACKSON-LEECH, D. oral surgery pain
Intraoperative local anaesthesia for paediatric NoO
postoperative oral surgery pain--a randomized
controlled trial. International Journal of Oral &

Maxillofacial Surgery, 35, 1114-9.

35. | DE MENEZES ABREU, D. M., LEAL, S. C., postoperative
MULDER, J. & FRENCKEN, J. E. postoperative oral oral surgery pain
surgery pain atraumatic, and ultraconservative No
restorative treatments in 6- to 7-yr-old children.

European Journal of Oral Sciences, 119, 163-8.

36. |DEEPIKA, A, RAO, C. R., VINAY, C., ULOOPI, K. topical
S. & RAO, V. V. Effectiveness of two flavored anaesthetic
topical anesthetic agents in reducing injection pain No

in children: a comparative study. Journal of Clinical
Pediatric Dentistry, 37, 15-8.




267

Appendix 3: Excluded Studies

37.

DONALDSON, D., JAMES-PERDOK, L., CRAIG, B.
J., DERKSON, G. D. & RICHARDSON, A. S. A
comparison of Ultracaine DS (articaine HCI) and
Citanest forte (prilocaine HCI) in maxillary infiltration
and mandibular nerve block. Journal (Canadian
Dental Association), 53, 38-42.

Yes

38.

DUDKIEWICA A, SCHWARTZ S, LALIBEERTE R.

Effictiveness of mandibular infiltration inchildren
using the local anesthetic Ultracaine (articaine
hydrochloride). J Can Dent Assoc 1987; 53:29-31.

Yes

39.

EIFINGER, F. F. & STRATMANN, K. R. [New
aspects of local anesthesia in conservative
dentistry]. SSO: Schweizerische Monatsschrift fur
Zahnheilkunde, 91, 1-7.

Yes

40.

ELAD, S., ADMON, D., KEDMI, M., NAVEH, E.,
BENZKI, E., AYALON, S., TUCHBAND, A., LUTAN,
H. & KAUFMAN, E. 2008. The cardiovascular effect
of local anesthesia with articaine plus 1:200,000
adrenalin versus lidocaine plus 1:100,000 adrenalin
in medically compromised cardiac patients: a
prospective, randomized, double blinded study. Oral
Surgery, Oral Medicine, Oral Pathology, Oral
Radiology & Endodontology, 105, 725-730.

No

cardiovascular
effect

41.

ELHAKIM, M. Painless dental extraction in children.
Anaesthesiologie und Reanimation, 18, 80-2.

No

Painless dental
extraction

42.

EL-SEIFY, Z. A., KHATTAB, A. M., SHAABAN, A.
A., METWALLI, O. S., HASSAN, H. E. & AJJOUB,
L. F. Xylometazoline pretreatment reduces
nasotracheal intubation-related epistaxis in
paediatric dental surgery. British Journal of
Anaesthesia, 105, 501-5.

No

Xylometazoline
pre-treatment

43.

FAN, S., CHEN, W. L., PAN, C. B., HUANG, Z. Q.,
XIAN, M. Q., YANG, Z. H., DIAS-RIBEIRO, E.,
LIANG, Y. C., JIAO,J. Y., YE, Y. S. &WEN, T. Y.
2009. Anesthetic efficacy of inferior alveolar nerve
block plus buccal infiltration or periodontal ligament
injections with articaine in patients with irreversible
pulpitis in the mandibular first molar. Oral Surgery,
Oral Medicine, Oral Pathology, Oral Radiology &
Endodontology, 108, €89-93.

No

No comparison
Adult

44.

FAN, S., CHEN, W. L., YANG, Z. H. & HUANG, Z.
Q. 2009. Comparison of the efficiencies of

permanent maxillary tooth removal performed with
single buccal infiltration versus routine buccal and

No

No comparison
Adult
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palatal injection. Oral Surgery, Oral Medicine, Oral
Pathology, Oral Radiology & Endodontology, 107,
359-363.

45.

FAYTROUNY, M., OKTE, Z. & KUCUKYAVUZ, Z.
Comparison of two different dosages of hydroxyzine
for sedation in the paediatric dental patient.[Erratum
appears in Int J Paediatr Dent. 2007 Nov-
Dec;29(6):456]. International Journal of Paediatric
Dentistry, 17, 378-82.

No

Sedation

46.

FEDA, M., AL AMOUDI, N., SHARAF, A., HANNO,
A., FARSI, N., MASOUD, I. & ALMUSHYT, A. A
comparative study of children's pain reactions and
perceptions to AMSA injection using CCLAD versus
traditional injections. Journal of Clinical Pediatric
Dentistry, 34, 217-22.

No

Injection
technique

47.

FLAITZ, C. M., NOWAK, A. J. & HICKS, M. J.
Evaluation of the anterograde amnesic effect of
rectally administered diazepam in the sedated
pedodontic patient. Journal of Dentistry for Children,
53, 17-20.

No

Sedation

48.

GARISTO, G. A,, GAFFEN, A. S., LAWRENCE, H.
P., TENENBAUM, H. C. & HAAS, D. A. 2010.
Occurrence of paresthesia after dental local
anesthetic administration in the United States.
Journal of the American Dental Association (JADA),
141, 836-844.

No

Occurrence of
paresthesia

49.

GAZAL, G., BOWMAN, R., WORTHINGTON, H. V.
& MACKIE, I. C. A double-blind randomized
controlled trial investigating the effectiveness of
topical bupivacaine in reducing distress in children
following extractions under general anaesthesia.
International Journal of Paediatric Dentistry, 14,
425-31.

No

Treatment under
GA

50.

GEENEN, L., MARKS, L. A. M. & MARTENS, L. C.
[Clinical evaluation of the INJEX system, a local
anesthesia system without needles: a comfort
evaluation study]. Revue Belge de Medecine
Dentaire, 59, 149-55.

No

evaluation of the
INJEX system

51.

GIBSON, R. S., ALLEN, K., HUTFLESS, S. &
BEIRAGHI, S. The Wand vs. traditional injection: a
comparison of pain related behaviors. Pediatric
Dentistry, 22, 458-62.

No

Wand vs.
traditional
injection

52.

GOKLI, M. A., WOOD, A. J., MOURINO, A. P,
FARRINGTON, F. H. & BEST, A. M. Hypnosis as
an adjunct to the administration of local anesthetic

No

Hypnosis
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in pediatric patients. Journal of Dentistry for
Children, 61, 272-5.

53.

GREENGRASS, S. R., ANDRZEJOWSKI, J. &
RUIZ, K. Topical bupivacaine for pain control
following simple dental extractions. British Dental
Journal, 184, 354-5.

No

Topical
anaesthesia

54.

GREGORIO, L. V., GIGLIO, F. P., SAKAI, V. T.,
MODENA, K. C., COLOMBINI, B. L., CALVO, A. M.,
SIPERT, C. R., DIONISIO, T. J., LAURIS, J. R,
FARIA, F. A., TRINDADE JUNIOR, A. S. &
SANTOS, C. F. 2008. A comparison of the clinical
anesthetic efficacy of 4% articaine and 0.5%
bupivacaine (both with 1:200,000 epinephrine) for
lower third molar removal. Oral Surgery, Oral
Medicine, Oral Pathology, Oral Radiology &
Endodontology, 106, 19-28.

No

Adult
Comparing with
bupivacaine

55.

GROSSMANN, M., SATTLER, G., PISTNER, H.,
OERTEL, R., RICHTER, K., SCHINZEL, S. &
JACOBS, L. 2004. Pharmacokinetics of articaine
hydrochloride in tumescent local anesthesia for
liposuction. Journal of Clinical Pharmacology, 44,
1282-1289.

No

Pharmacokinetic
s of articaine

56.

GUELMANN, M., BRACKETT, R., BEAVERS, N. &
PRIMOSCH, R. E. Effect of continuous versus
interrupted administration of nitrous oxide-oxygen
inhalation on behavior of anxious pediatric dental
patients: a pilot study. Journal of Clinical Pediatric
Dentistry, 37, 77-82.

No

Sedation

57.

HERSH, E. V., GIANNAKOPOULOS, H., LEVIN, L.
M., SECRETO, S., MOORE, P. A., PETERSON, C,,
HUTCHESON, M., BOUHAJIB, M., MOSENKIS, A.
& TOWNSEND, R. R. 2006. The pharmacokinetics
and cardiovascular effects of high-dose articaine
with 1:100,000 and 1:200,000 epinephrine. Journal
of the American Dental Association (JADA), 137,
1562-1571.

No

Pharmacokinetic
s of articaine

58.

HERSH, E. V., HERMANN, D. G., LAMP, C. J.,
JOHNSON, P. D. & MACAFEE, K. A. Assessing the
duration of mandibular soft tissue anesthesia.
Journal of the American Dental Association, 126,
1531-6.

No

Assessing the
duration of
mandibular soft
tissue
anaesthesia

59.

HERSH, E. V., MOORE, P. A., PAPAS, A. S.,
GOODSON, J. M., NAVALTA, L. A., ROGY, S,,
RUTHERFORD, B. & YAGIELA, J. A. 2008.
Reversal of soft-tissue local anesthesia with
phentolamine mesylate in adolescents and adults.

No

Reversal of soft-
tissue local
anaesthesia




270

Appendix 3: Excluded Studies

Journal of the American Dental Association (JADA),
139, 1080-1093.

60.

HUNG, P.-C., CHANG, H.-H., YANG, P.-J., KUO,
Y.-S., LAN, W.-H. & LIN, C.-P. Comparison of the
Gow-Gates mandibular block and inferior alveolar
nerve block using a standardized protocol. Journal
of the Formosan Medical Association, 105, 139-46.

No

Comparing
dental nerve
block technique

61.

JAKOBS, W., LADWIG, B., CICHON, P., ORTEL,
R. & KIRCH, W. Serum levels of articaine 2% and
4% in children. Anesthesia Progress, 42, 113-5.

No

Serum levels of
articaine

62.

JAKOBS, W., LIPP, M. & DAUBLANDER, M.
[Ambulatory dental surgery in high-risk patients
using a combination of nitrous oxide analgesia and
local anesthesia). Deutsche Zahnarztliche
Zeitschrift, 41, 347-9.

No

Sedation

63.

JANJUA, O. S., LUQMAN, U., IBRAHIM, M. W. &
SHAH, |. Transpapillary versus palatal injection
technique for maxillary tooth extractions. Jcpsp,
Journal of the College of Physicians & Surgeons -
Pakistan, 22, 143-6.

No

Injection site

64.

KANTOVITZ, K. R., PUPPIN-RONTANI, R. M. &
GAVIAO, M. B. D. Sedative effect of oral diazepam
and chloral hydrate in the dental treatment of
children. Journal of the Indian Society of
Pedodontics & Preventive Dentistry, 25, 69-75.

No

Sedation

65.

KAVVADIA, K., KARAGIANNI, V.,
POLYCHRONOPOULOU, A. & PAPAGIANNOULI,
L. Primary teeth caries removal using the Carisolv
chemomechanical method: a clinical trial. Pediatric
Dentistry, 26, 23-8.

No

Caries removal

66.

KILPATRICK, N. M., MURRAY, J. J. & MCCABE, J.
F. A clinical comparison of a light cured glass
ionomer sealant restoration with a composite
sealant restoration. Journal of Dentistry, 24, 399-
405.

No

Light cure
machine

67.

KLEEMANN, P. P., JACOBS, W., BRISSE, B. &
TETSCH, P. [Effect of nitrogen oxide on
hemodynamic parameters and catecholamine
secretion of patients during oral-dental surgery
under combined nitrogen oxide anesthesia and local

anesthesia]. Deutsche Zeitschrift fur Mund-, Kiefer-,
und Gesichts-Chirurgie, 8, 223-31.

No

Sedation

68.

KLEIN, U., HUNZEKER, C., HUTFLESS, S. &
GALLOWAY, A. Quality of anesthesia for the

No

Local anaesthetic

technique




271

Appendix 3: Excluded Studies

maxillary primary anterior segment in pediatric
patients: comparison of the P-ASA nerve block
using CompuMed delivery system vs traditional
supraperiosteal injections. Journal of Dentistry for
Children (Chicago, Ill.), 72, 119-25.

69.

KOHLER, B. R., CASTELLON, L. & LAISSLE, G.
Gow-Gates technique: a pilot study for extraction
procedures with clinical evaluation and review.
Anesthesia Progress, 55, 2-8.

No

Local anaesthetic
technique

70.

KOIKE, S., AMANO, Y., YARITA, M., KAKINUMA,
T., SUDA, M., SAGIYA, T., SAITO, Y., NIKURA, M.,
KOBAYASHI, K., YAMAGUCHI, N. & ET AL.
[Clinical evaluation of new toothache drug "LTA"].
Josai Shika Daigaku Kiyo - Bulletin of the Josai
Dental University, 15, 576-87.

No

Clinical
evaluation of new
toothache drug

71.

KOYUTURK, A. E., AVSAR, A. & SUMER, M.
Efficacy of dental practitioners in injection
techniques: computerized device and traditional
syringe. Quintessence International, 40, 73-7.

No

Local anaesthetic
technique

72.

KREIDER, K. A., STRATMANN, R. G., MILANO,
M., AGOSTINI, F. G. & MUNSELL, M. Reducing
children's injection pain: lidocaine patches versus
topical benzocaine gel. Pediatric Dentistry, 23, 19-
23.

No

lidocaine patches
versus topical
benzocaine gel.

73.

KUIVALAINEN, A. M., NIEMI-MUROLA, L.,
WIDENIUS, T., ELONEN, E. & ROSENBERG, P. H.
2010. Comparison of articaine and lidocaine for
infiltration anaesthesia in patients undergoing bone
marrow aspiration and biopsy. European Journal of
Pain, 14, 160-163.

No

Not dental topic

74.

KUSCU, 0. 0. & AKYUZ, S. Is it the injection device
or the anxiety experienced that causes pain during
dental local anaesthesia? International Journal of
Paediatric Dentistry, 18, 139-45.

No

Injection/anxiety

75.

LAI, T.-N., LIN, C.-P., KOK, S.-H., YANG, P.-J.,
KUO, Y.-S., LAN, W.-H. & CHANG, H.-H.
Evaluation of mandibular block using a standardized
method. Oral Surgery Oral Medicine Oral Pathology
Oral Radiology & Endodontics, 102, 462-8.

No

Evaluation of
mandibular block

76.

LAM, C., UDIN, R. D., MALAMED, S. F., GOOD, D.
L. & FORREST, J. L. Midazolam premedication in
children: a pilot study comparing intramuscular and
intranasal administration. Anesthesia Progress, 52,
56-61.

No

Sedation

77.

LAVIOLA, M., MCGAVIN, S. K., FREER, G. A,,
PLANCICH, G.,, WOODBURY, S. C,,

No

reversal of local
anaesthesia




272

Appendix 3: Excluded Studies

MARINKOVICH, S., MORRISON, R., READER, A.,
RUTHERFORD, R. B. & YAGIELA, J. A.
Randomized study of phentolamine mesylate for
reversal of local anesthesia. Journal of Dental
Research, 87, 635-9.

8. LEEK, M. 2011. Sub-Tenon's drug combination and Not dental topic
volume: a systematic review. Technic: The Journal No
of Operating Department Practice, 2, 10-13.

79. LEI, D., JUN, L., DEQIN, Y. & YUNJI, W. 2013. The The
effectiveness of an additional lingual infiltration in effectiveness of
the pulpal anesthesia of mandibular teeth: A No an additional
systematic review. Quintessence International, 44, lingual infiltration
457-464.

80. | LEITH, R., LYNCH, K. & O'CONNELL, A. C. 2012. Review article
Articaine use in children: a review. European
archives of paediatric dentistry : official journal of No
the European Academy of Paediatric Dentistry, 13,

293-6.

81. LEONG, K. J., ROBERTS, G. J. & ASHLEY, P. F. Treatment under
Perioperative local anaesthetic in young paediatric GA
patients undergoing extractions under outpatient NoO
'short-case' general anaesthesia. A double-blind
randomised controlled trial. British Dental Journal,

203, E11; discussion 334-5.

82. LIKAR, R., KOPPERT, W., BLATNIG, H., CHIARI, Efficacy of
F., SITTL, R., STEIN, C. & SCHAFER, M. 2001. peripheral
Efficacy of peripheral morphine analgesia in NO morphine
inflamed, non-inflamed and perineural tissue of analgesia
dental surgery patients. Journal of Pain & Symptom
Management, 21, 330-337.

83. LIM, S. & JULLIARD, K. Evaluating the efficacy of Topical
EMLA topical anesthetic in sealant placement with NO anaesthesia
rubber dam. Pediatric Dentistry, 26, 497-500.

84. LOKKEN, P., BAKSTAD, O. J., FONNELOP, E., Sedation
SKOGEDAL, N., HELLSTEN, K., BJERKELUND, C.

E., STORHAUG, K. & OYE, I. Conscious sedation

by rectal administration of midazolam or midazolam NoO
plus ketamine as alternatives to general anesthesia

for dental treatment of uncooperative children.

Scandinavian Journal of Dental Research, 102,

274-80.

85. LOUW, A. J., SARVAN, I., CHIKTE, U. M. E. & evaluation of a
HONKALA, E. One-year evaluation of atraumatic No traumatic
restorative treatment and minimum intervention restorative
techniques on primary teeth. SADJ, 57, 366-71. treatment




273

Appendix 3: Excluded Studies

86.

LOZANO-CHOURIO, M. A., ZAMBRANO, O.,
GONZALEZ, H. & QUERO, M. Clinical randomized
controlled trial of chemomechanical caries removal
(Carisolv). International Journal of Paediatric
Dentistry, 16, 161-7.

No

Chemo-
mechanical
caries removal

87.

MALAMED, S. F., GAGNON, S. & LEBLANC, D. A
comparison between articaine HCI and lidocaine
HCI in pediatric dental patients. Pediatric Dentistry,
22, 307-11.

Yes

88.

MALAMED, S. F., GAGNON, S. & LEBLANC, D.
Articaine hydrochloride: a study of the safety of a
new amide local anesthetic. Journal of the American
Dental Association, 132, 177-85.

Yes

89.

MALAMED, S. F., GAGNON, S. & LEBLANC, D.
Efficacy of articaine: a new amide local anesthetic.
Journal of the American Dental Association, 131,
635-42.

Yes

90.

MANN, P. E., HATT, S. D., DIXON, R. A., GRIFFIN,
K. D., PERKS, E. R. & THORNTON, J. A. A minimal
increment methohexitone technique in conservative
dentistry. A comparison with treatment under local
analgesia. Anaesthesia, 26, 3-21.

No

Sedation

91.

MCWILLIAMS, P. A. & RUTHERFORD, J. S.
Assessment of early postoperative pain and
haemorrhage in young children undergoing dental
extractions under general anaesthesia. International
Journal of Paediatric Dentistry, 17, 352-7.

No

Treatment under
GA

92.

MEECHAN, J. G. & DONALDSON, D. The intraoral
use of EMLA cream in children: a clinical
investigation. Journal of Dentistry for Children, 61,
260-2.

No

Topical
anaesthesia

93.

MEECHAN, J. G., COLE, B. & WELBURY, R. R.
The influence of two different dental local
anaesthetic solutions on the haemodynamic
responses of children undergoing restorative
dentistry: a randomised, single-blind, split-mouth
study. British Dental Journal, 190, 502-4.

No

haemodynamic
responses of
children
undergoing
restorative
dentistry

94.

MIKESELL P, NUSSTEIN J, READER A, BECK M,
WEAVER J. A comparison of articaine

and lidocaine for inferior alveolar nerve blocks. J
Endod 2005; 31:265-270.

No

Adults

95.

MOORE, P. A., BOYNES, S. G.,, HERSH, E. V.,
DEROSSI, S. S., SOLLECITO, T. P., GOODSON,
J. M., LEONEL, J. S., FLOROS, C., PETERSON, C.
& HUTCHESON, M. 2006. The anesthetic efficacy

Yes




274

Appendix 3: Excluded Studies

of 4 percent articaine 1:200,000 epinephrine: two
controlled clinical trials. Journal of the American
Dental Association (JADA), 137, 1572,

96. MOORE, P. A., MICKEY, E. A.,, HARGREAVES, J. Sedation
A. & NEEDLEMAN, H. L. Sedation in pediatric NoO
dentistry: a practical assessment procedure. Journal
of the American Dental Association, 109, 564-9.

9. NADANOVSKY, P., COHEN CARNEIRO, F. & comparison of
SOUZA DE MELLO, F. Removal of caries using mechanical and
only hand instruments: a comparison of mechanical NoO chemo-
and chemo-mechanical methods. Caries Research, mechanical
35, 384-9. methods of

caries removal

98. INAIDU, S., LOUGHLIN, P., COLDWELL, S. E., sedation
NOONAN, C. J. & MILGROM, P. A randomized
controlled trial comparing mandibular local N
anesthesia techniques in children receiving nitrous
oxide-oxygen sedation. Anesthesia Progress, 51,

19-23.

99. INAYAK, R. & SUDHA, P. Evaluation of three topical Topical
anaesthetic agents against pain: a clinical study. No anaesthesia
Indian Journal of Dental Research, 17, 155-60.

100-1opaBAS, M. E., CINAR, C., DEVECI, C. &

ALACAM, A. Comparison of the anesthetic efficacy

of articaine and mepivacaine in pediatric patients: a
randomized, double-blind study. Pediatric Dentistry, Yes
34, 42-5.

101-1ouLis, €. 3., VADIAKAS, G. P. & mandibular
VASILOPOULOU, A. The effectiveness of infiltration
mandibular infiltration compared to mandibular No compared to
block anesthesia in treating primary molars in mandibular block
children. Pediatric Dentistry, 18, 301-5. anaesthesia

102. \6zEC, I, TASDEMIR, U., GUMUS, C. & SOLAK, anesthetize
0. 2010. Is it possible to anesthetize palatal tissues NoO palatal tissues
with buccal 4% articaine injection? Journal of Oral & with buccal 4%
Maxillofacial Surgery (02782391), 68, 1032-1037. articaine

103-15zTAS, N., OLMEZ, A. & YEL, B. Clinical Evaluation of
evaluation of transcutaneous electronic nerve No transcutaneous
stimulation for pain control during tooth preparation. electronic nerve
Quintessence International, 28, 603-8. stimulation

104.1677AS, N., ULUSU, T., BODUR, H. & DOGAN, C. The wand
The wand in pulp therapy: an alternative to inferior No

alveolar nerve block. Quintessence International,
36, 559-64.




275

Appendix 3: Excluded Studies

105-1pALM, A. M., KIRKEGAARD, U. & POULSEN, S. The wand versus
The wand versus traditional injection for mandibular traditional
nerve block in children and adolescents: perceived No injection
pain and time of onset. Pediatric Dentistry, 26, 481-

4,

106. | pANDEY, R. K., PADMANABHAN, M. Y., Sedation
SAKSENA, A. K. & CHANDRA, G. Midazolam-
fentanyl analgo-sedation in pediatric dental patients- No
-a pilot study. Journal of Clinical Pediatric Dentistry,

35, 105-10.

107 |pASCHOS, E., HUTH, K. C., BENZ, C., REEKA- topical
BARDSCHMIDT, A. & HICKEL, R. Efficacy of anaesthetics
. . o : No
intraoral topical anesthetics in children. Journal of
Dentistry, 34, 398-404.

108. |pAXTON, K. & THOME, D. E. 2010. Efficacy of quantitative
articaine formulations: quantitative reviews. Dental No reviews.
Clinics of North America, 54, 643-653.

109. PAXTON, K. 2008. Anesthetic efficacy of articaine meta-analysis
hydrochloride versus lidocaine hydrochloride: A No
meta-analysis. MS (Master of Science)

110 | pENARROCHA-OLTRA, D., ATA-ALI, J., OLTRA- Comparative
MOSCARDO, M. J., PENARROCHA-DIAGO, M. A. between manual
& PENARROCHA, M. Comparative study between No injection and
manual injection intraosseous anesthesia and conventional
conventional oral anesthesia. Medicina Oral, Patologia Oral y
Cirugia Bucal, 17, e233-5.

111. PERETZ, B. & GLUCK, G. M. Assessing an active Assessing an
distracting technique for local anesthetic injection in active distracting
pediatric dental patients: repeated deep breathing No technique
and blowing out air. Journal of Clinical Pediatric
Dentistry, 24, 5-8.

112.1pERIC, T., MARKOVIC, D. & PETROVIC, B. chemomechanic
Clinical evaluation of a chemomechanical method al method for

) . ) No :
for caries removal in children and adolescents. Acta caries removal
Odontologica Scandinavica, 67, 277-83.

113.1p10T, B., SIGAUD-FIKS, M., HUET, P., Patients with
FRESSINAUD, E., TROSSAERT, M. & MERCIER, bleeding
J. [Dental extraction in patients with bleeding No disorders.
disorders. Proposal of a protocol based on the type
of anesthesia used]. Revue de Stomatologie et de
Chirurgie Maxillo-Faciale, 104, 73-6.

114. |pRIMOSCH, R. E. & ROLLAND-ASENSI, G. Topical
Comparison of topical EMLA 5% oral adhesive to anaesthesia
benzocaine 20% on the pain experienced during No

palatal anesthetic infiltration in children. Pediatric
Dentistry, 23, 11-4.




276

Appendix 3: Excluded Studies

115. RAM, D. & AMIR, E. Comparison of articaine 4%
and lidocaine 2% in paediatric dental patients. Yes
International Journal of Paediatric Dentistry, 16,

252-6.

116. RAM, D. & KASSIRER, J. Assessment of a palatal Assessment of a
approach-anterior superior alveolar (P-ASA) nerve palatal approach-
block with the Wand in paediatric dental patients. No anterior superior
International Journal of Paediatric Dentistry, 16, alveolar
348-51.

117. RAM, D. & PERETZ, B. Reactions of children to Children reaction
mauxillary infiltration and mandibular block injections. No to LA
Pediatric Dentistry, 23, 343-6.

118. RAM, D. & PERETZ, B. The assessment of pain Wand
sensation during local anesthesia using a
computerized local anesthesia (Wand) and a No
conventional syringe. Journal of Dentistry for
Children (Chicago, Ill.), 70, 130-3.

119.1RAM, D., AMIR, E., KEREN, R., SHAPIRA, J. & Mandibular block
DAVIDOVICH, E. Mandibular block or maxillary or maxillary
infiltration: does it influence children's opposition to No infiltration
a subsequent dental visit? Journal of Clinical
Pediatric Dentistry, 36, 245-9.

120. |RAM, D., BERSON, T., MOSKOVITZ, M. & EFRAT, popsicles , Post-
J. Unsweetened ice popsicles impart a positive operative
feeling and reduce self-mutilation after paediatric No
dental treatment with local anaesthesia. intemational Joumnal
of Paediatric Dentistry, 20, 382-8.

121. \RAM, D., EFRAT, J., MICHOVITZ, N. & popsicles , Post-
MOSKOVITZ, M. The use of popsicles after dental operative

: o . : No
treatment with local anesthesia in pediatric patients.
Journal of Clinical Pediatric Dentistry, 31, 41-3.

122.1RAM, D., HERMIDA B, L. & AMIR, E. Reaction of Reaction of
children to dental injection with 27- or 30-gauge children to dental
needles. International Journal of Paediatric No injection
Dentistry, 17, 383-7.

123.1RAM, D., HERMIDA, L. B. & PERETZ, B. A warmed and
comparison of warmed and room-temperature NoO room-
anesthetic for local anesthesia in children. Pediatric temperature
Dentistry, 24, 333-6. anaesthetic

124. RAN, D. & PERETZ, B. Assessing the pain reaction the pain reaction
of children receiving periodontal ligament of children

. : . . No -
anesthesia using a computerized device (Wand). receiving

Journal of Clinical Pediatric Dentistry, 27, 247-50.

periodontal




277

Appendix 3: Excluded Studies

ligament
anaesthesia

125. \RASHAD, A. & EL-ATTAR, A. Cardiac dysrhythmias Cardiac
during oral surgery: effect of combined local and NoO dysrhythmias
general anaesthesia. British Journal of Oral & during oral
Maxillofacial Surgery, 28, 102-4. surgery

126. \RASHAD, A. & EL-ATTAR, A. Dysrhythmias during Dysrhythmias
oral surgery--effect of combined local and general NoO during oral
anesthesia. Middle East Journal of Anesthesiology, surgery
10, 499-505.

127. | RASPALL, G., SALAVERT, A., ESCARTIN, J. & maxillo-facial
GAY, C. [Clinical trial in maxillo-facial surgery with No surgery with
HOE 40 045/Carticain]. Revista Espanola de HOE 40
Estomatologia, 29, 167-70. 045/Carticain

128. |REZNIK, D. S., JESKE, A. H., CHEN, J.-W. & Topical
ENGLISH, J. Comparative efficacy of 2 topical anaesthesia
anesthetics for the placement of orthodontic No
temporary anchorage devices. Anesthesia
Progress, 56, 81-5.

129. ROBBINS, M. B. Chloral hydrate and promethazine Sedation
as premedicants for the apprehensive child. Journal
of Dentistry for Children, 34, 327-31. No

130. | ROBERTSON, D., NUSSTEIN, J., READER, A.,

BECK, M. & MCCARTNEY, M. 2007. The

anesthetic efficacy of articaine in buccal infiltration Yes
of mandibular posterior teeth. Journal of the

American Dental Association (JADA), 138, 1104-

1112,

131. | ROEBER, B., WALLACE, D. P., ROTHE, V., Evaluation of the
SALAMA, F. & ALLEN, K. D. Evaluation of the effects of the
effects of the VibraJect attachment on pain in No VibraJect
children receiving local anesthesia. Pediatric attachment
Dentistry, 33, 46-50.

132. | ROELOFSE, J. A., JOUBERT, J. J. & ROELOFSE, Sedation
P. G. A double-blind randomized comparison of
midazolam alone and midazolam combined with NoO
ketamine for sedation of pediatric dental patients.

Journal of Oral & Maxillofacial Surgery, 54, 838-44;
discussion 845-6.

133. | ROELOFSE, J. A, JOUBERT, J. J., SWART, L. C., Sedation

STANDER, I. & ROELOFSE, P. G. An evaluation of No

the effect of oral ketamine and standard oral
premedication in the sedation of paediatric dental




278

Appendix 3: Excluded Studies

patients. Journal of the Dental Association of South
Africa, 51, 197-201.

134.

ROELOFSE, J. A, LOUW, L. R. & ROELOFSE, P.
G. A double blind randomized comparison of oral
trimeprazine-methadone and ketamine-midazolam
for sedation of pediatric dental patients for oral
surgical procedures. Anesthesia Progress, 45, 3-11.

No

Sedation

135.

ROHLFING, G. K., DILLEY, D. C., LUCAS, W. J. &
VANN, W. F., JR. The effect of supplemental
oxygen on apnea and oxygen saturation during
pediatric conscious sedation. Pediatric Dentistry,
20, 8-16.

No

Sedation

136.

SALOMON, E., MAZZOLENI, S., SIVOLELLA, S.,
COCILOVO, F., GREGORI, D., GIUCA, M. R. &
FERRO, R. Age limit for infiltration anaesthesia for
the conservative treatment of mandibular first
molars. A clinical study on a paediatric population.
European Journal of Paediatric Dentistry, 13, 259-
62.

No

Age limit for
infiltration
anaesthesia

137.

SAMMONS, H. M., UNSWORTH, V., GRAY, C.,
CHOONARA, I., CHERRILL, J. & QUIRKE, W.
Randomized controlled trial of the intraligamental
use of a local anaesthetic (lignocaine 2%) versus
controls in paediatric tooth extraction. International
Journal of Paediatric Dentistry, 17, 297-303.

Yes

138.

SAN MARTIN-LOPEZ, A. L., GARRIGOS-
ESPARZA, L. D., TORRE-DELGADILLO, G.,
GORDILLO-MOSCOSO, A., HERNANDEZ-
SIERRA, J. F. & DE POZOS-GUILLEN, A. J.
Clinical comparison of pain perception rates
between computerized local anesthesia and
conventional syringe in pediatric patients. Journal of
Clinical Pediatric Dentistry, 29, 239-43.

No

Pain perception
in LA techniques

139.

SANTOS, C. F., MODENA, K. C., GIGLIO, F. P.,
SAKAI V. T., CALVO, A. M., COLOMBINI, B. L.,
SIPERT, C. R., DIONISIO, T. J., FARIA, F. A,,
TRINDADE, A. S., JR. & LAURIS, J. R. 2007.
Epinephrine concentration (1:100,000 or 1:200,000)
does not affect the clinical efficacy of 4% articaine
for lower third molar removal: a double-blind,
randomized, crossover study. Journal of Oral &
Maxillofacial Surgery (02782391), 65, 2445-2452.

No

articaine for
lower third molar
removal

140.

SCHOTTKE, C., MEHNERT, J. & DRAUSCHKE, M.
[The use of Ornipressin in dental local anesthesia].
Stomatologie der DDR, 28, 644-8.

No

of Ornipressin in
dental local
anaesthesia




279

Appendix 3: Excluded Studies

141. |SENER, M., PEKTAS, Z. O., YILMAZ, I., TURKOZ, Comparison of
A., UCKAN, S., DONMEZ, A. & ARSLAN, G. 2005. pre- emptive
Comparison of preemptive analgesic effects of a analgesic effects
single dose of nonopioid analgesics for pain NoO
management after ambulatory surgery: a
prospective, randomized, single-blind study in
Turkish patients. Current Therapeutic Research, 66,

541-551.

LRz SEWARD, M. H. The effectiveness of a teething teething solution
solution in infants. A clinical study. British Dental No in infants
Journal, 127, 457-61.

143-151x0U, J. L. & BARBOSA-ROGIER, M. E. 2008. intraosseous
Efficacy of intraosseous injections of anesthetic in injections of
children and adolescents. Oral Surgery, Oral No anaesthetic in
Medicine, Oral Pathology, Oral Radiology & children
Endodontology, 106, 173-178.

144.151x0U, J.-L., MARIE-COUSIN, A., HUET, A., intraosseous
HINGANT, B. & ROBERT, J.-C. Pain assessment injections of
by children and adolescents during intraosseous NoO anaesthetic in
anaesthesia using a computerized system children
(QuickSleeper). International Journal of Paediatric
Dentistry, 19, 360-6.

1451 SPIELMANN, T., WIESLANDER, L. & HEFTI, A. F. Orthodontics
[Acceleration of orthodontically induced tooth
movement through the local application of No
prostaglandin (PGE1)]. Schweizer Monatsschrift fur
Zahnmedizin, 99, 162-5.

146. SRINIVASAN, N., KAVITHA, M., LOGANATHAN, C. Adult
S. & PADMINI, G. 2009. Comparison of anesthetic
efficacy of 4% articaine and 2% lidocaine for
maxillary buccal infiltration in patients with No
irreversible pulpitis. Oral Surgery, Oral Medicine,

Oral Pathology, Oral Radiology & Endodontology,
107, 133-136.

147. | STECKER, S. S., SWIFT, J. Q., HODGES, J. S. & mucoadhesive
ERICKSON, P. R. Should a mucoadhesive patch No patch (in children
(DentiPatch) be used for gingival anesthesia in
children? Anesthesia Progress, 49, 3-8.

1481 SULLIVAN, D. C., WILSON, C. F. & WEBB, M. D. A Sedation
comparison of two oral ketamine-diazepam N

. . . . . (0]
regimens for the sedation of anxious pediatric
dental patients. Pediatric Dentistry, 23, 223-31.

149. | TAHMASSEBI, J. F., NIKOLAOU, M. & DUGGAL, A comparison of

M. S. A comparison of pain and anxiety associated NoO pain and anxiety

with the administration of maxillary local analgesia
with Wand and conventional technique. European




280

Appendix 3: Excluded Studies

Archives of Paediatric Dentistry: Official Journal of
the European Academy of Paediatric Dentistry, 10,
77-82.

150. | TAVARES, M., GOODSON, J. M., STUDEN- Reversal of soft-
PAVLOVICH, D., YAGIELA, J. A., NAVALTA, L. A, tissue local
ROGY, S., RUTHERFORD, B., GORDON, S. & anaesthesia
PAPAS, A. S. 2008. Reversal of soft-tissue local No
anesthesia with phentolamine mesylate in pediatric
patients. Journal of the American Dental
Association (JADA), 139, 1095-1104.

151 \1EDUITS, E., GOEPFERD, S., DONLY, K., The
PINKHAM, J. & JAKOBSEN, J. The effectiveness of NoO effectiveness of
electronic dental anesthesia in children. Pediatric electronic dental
Dentistry, 15, 191-6. anesthesia

152. 1 TEIXEIRA, L. S., DEMARCO, F. F., COPPOLA, M. Pulpotomy
C. & BONOW, M. L. Clinical and radiographic
evaluation of pulpotomies performed under No
intrapulpal injection of anaesthetic solution. mematonai
Endodontic Journal, 34, 440-6.

153. | TOWNSEND, J. A., GANZBERG, S. & GA
THIKKURISSY, S. The effect of local anesthetic on
quality of recovery characteristics following dental
rehabilitation under general anesthesia in children. No
Anesthesia Progress, 56, 115-22.

154 11vAGI, P., DIXIT, U., TYAGI, S. & JAIN, A. Sedation
Sedative effects of oral midazolam, intravenous

. . S No
midazolam and oral diazepam. Journal of Clinical
Pediatric Dentistry, 36, 383-8.

155. |uCKAN, S., DAYANGAC, E. & ARAZ, K. 2006. Is permanent
permanent maxillary tooth removal without palatal maxillary tooth
injection possible? Oral Surgery, Oral Medicine, No removal
Oral Pathology, Oral Radiology & Endodontology,

102, 733-735.

156.1\/AN BOCHOVE, J. A. & VAN AMERONGEN, W. E. influence of
The influence of restorative treatment approaches restorative
and the use of local analgesia, on the children's NoO treatment
discomfort. European Archives of Paediatric approaches and
Dentistry: Official Journal of the European Academy the use of local
of Paediatric Dentistry, 7, 11-6. analgesia

157 |VAN DE HOEF, N. & VAN AMERONGEN, E. Influence of local
Influence of local anaesthesia on the quality of class No anaesthesia

Il glass ionomer restorations. International Journal
of Paediatric Dentistry, 17, 239-47.




281

Appendix 3: Excluded Studies

158.

VASMANOVA, E. V. & AZREL'IAN, B. A. [Use of
the Soviet BI-8 jet injector for local anesthesia in
pediatric stomatology]. Stomatologiia, 58, 29-33.

No

Use of the Soviet
BI-8 jet

159.

VEERKAMP, J. S., VAN AMERONGEN, W. E.,
HOOGSTRATEN, J. & GROEN, H. J. Dental
treatment of fearful children, using nitrous oxide.
Part I: Treatment times. Journal of Dentistry for
Children, 58, 453-7.

No

Dental treatment
of fearful children

160.

VERSLOOT, J., VEERKAMP, J. S. J. &
HOOGSTRATEN, J. Computerized anesthesia
delivery system vs. traditional syringe: comparing
pain and pain-related behavior in children.
European Journal of Oral Sciences, 113, 488-93.

No

Computerized
anesthesia
delivery system
vs. traditional
syringe

161.

VERSLOOT, J., VEERKAMP, J. S. J. &
HOOGSTRATEN, J. Pain behaviour and distress in
children during two sequential dental visits:
comparing a computerised anaesthesia delivery
system and a traditional syringe. British Dental
Journal, 205, E2; discussion 30-1.

No

Pain behaviour
and distress

162.

WAHL, M. J., SCHMITT, M. M. & OVERTON, D. A.
2006. Injection pain of prilocaine plain, mepivacaine
plain, articaine with epinephrine, and lidocaine with
epinephrine. General Dentistry, 54, 168-171.

Yes ??7?7?

163.

WAIKAKUL, A. & PUNWUTIKORN, J. A
comparative study of the extra-intraoral landmark
technique and the direct technique for inferior
alveolar nerve block. Journal of Oral & Maxillofacial
Surgery, 49, 804-8; discussion 808-9.

No

IDNB

164.

WATTS, A. K., THIKKURISSY, S., SMILEY, M.,
MCTIGUE, D. J. & SMITH, T. Local anesthesia
affects physiologic parameters and reduces
anesthesiologist intervention in children undergoing
general anesthesia for dental rehabilitation.
Pediatric Dentistry, 31, 414-9.

NO

GA

165.

WILSON, K. E., GIRDLER, N. M. & WELBURY, R.
R. A comparison of oral midazolam and nitrous
oxide sedation for dental extractions in children.
Anaesthesia, 61, 1138-44.

No

Sedation

166.

WILSON, S., MOLINA, L. D. L., PREISCH, J. &
WEAVER, J. The effect of electronic dental
anesthesia on behavior during local anesthetic
injection in the young, sedated dental patient.
Pediatric Dentistry, 21, 12-7.

No

The effect of
electronic dental
anaesthesia




282

Appendix 3: Excluded Studies

167.

WILSON, T. G., PRIMOSCH, R. E., MELAMED, B.
& COURTS, F. J. Clinical effectiveness of 1 and 2%
lidocaine in young pediatric dental patients.
Pediatric Dentistry, 12, 353-9.

No

Clinical
effectiveness of 1
and 2% lidocaine

168.

WOLF, A. R., STODDART, P. A.,, MURPHY, P. J. &
SASADA, M. Rapid skin anaesthesia using high
velocity lignocaine particles: a prospective placebo
controlled trial. Archives of Disease in Childhood,
86, 309-12.

No

Rapid skin
anaesthesia

169.

WOOD, M. The safety and efficacy of using a
concentrated intranasal midazolam formulation for
paediatric dental sedation. SAAD Digest, 27, 16-23.

No

Sedation

170.

WRIGHT GZ, WEINBERGER SJ, FRIEDMAN CS,
PLOTZKE OB. The use of articaine

local anesthesia in children under 4 years of age: a
retrospective report.

Anaesth Prog 1989; 36:268-271.

No

Report

171.

WU, S. J. & JULLIARD, K. Children's preference of
benzocaine gel versus the lidocaine patch. Pediatric
Dentistry, 25, 401-5.

No

Topical

172.

WU, Y., SHI, Z. & SHI, J. Randomized controlled
trial study for preventing dental fear during caries
treatments. Chung-Hua Kou Chiang i Hsueh Tsa
Chih Chinese Journal of Stomatology, 37, 343-5.

No

dental fear during
caries treatments

173.

YASSEN, G. H. Evaluation of mandibular infiltration
versus mandibular block anaesthesia in treating
primary canines in children. International Journal of
Paediatric Dentistry, 20, 43-9.

Yes

174.

YILMAZ, Y., EYUBOGLU, O. & KELES, S.
Comparison of the efficacy of articaine and
prilocaine local anaesthesia for pulpotomy of
maxillary and mandibular primary molars. European
Journal of Paediatric Dentistry, 12, 117-22.

Yes

175.

YOON, R. K. & CHUSSID, S. Topical anesthesia for
rubber dam clamp placement in sealant placement:
comparison of lidocaine/prilocaine gel and
benzocaine. pediatric Dentistry, 31, 377-81

No

Topical
anaesthesia




283
Appendix 4: Research Ethics Committee (REC)

NHS REC Form Reference: IRAS Version 3.4
13/YH/0049

Integrated Research Application System
Application Form for Clinical trial of an investigational medicinal product

National Patient Safety Agency

National Research Ethics Service

" Application to NHS/HSC Research Ethics Committee

The Chief Investigator should complete this form. Guidance on the questions is available wherever you see this
symbol displayed. We recommend reading the guidance first. The complete guidance and a glossary are available by
selecting Help.

Please define any terms or acronyms that might not be familar to lay reviewers of the application.

Short title and version number: (maximum 70 characters - this will be inserted as header on all forms)
Use of Articane in Children's Dentistry

Please complete these details after you have booked the REC application for review.

REC Name:

NRES Committee Yorkshire & The Humber - Leeds East

REC Reference Number: Submission date:
13/YH/0049 29/01/2013

A1. Full title of the research:

Evaluation and comparing the anaesthetic efficacy of mandibular infiltration using 4% articaine with 1:100:000
epinephrine to mandibular block using 2% lidocaine with 1:80:000 epinephrine in extraction and pulpotomy of
mandibular primary molars.

A2-1, Educational projects

Name and contact details of student(s):

Student 1

Title Forename/Initials Surname
DR FATMASA ALZAHRANI

Address LEEDS DENTAL INSTITUTE
UNIVERSITY OF LEEDS

Post Code LS2 9LV

E-mail MLOSFSA@LEEDS.AC.UK

Telephone 07760841101

Date: 29/01/2013 4 82161/407340/1/237



284
Appendix 4: Research Ethics Committee (REC)




