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Gingival recession is exposure of the root surface by an apical shift in the position of the

marginal gingiva. Regeneration of lost structure has become the primary therapeutic goal in

periodontics and there are numerous therapeutic modalities for recession coverage that have been

investigated. The main indication for root coverage procedures are esthetics and/or cosmetic

demands followed by the management of root hypersensitivity, root caries or when it hampers
proper plaque removal. Recently, the use of an ADMA (PUROS DERMIS) has become an
increasingly popular technique as a substitute for connective tissue graft. Because of their strong
fibrin matrix, the L-PRF family fits the needs of the applications in oral and maxillofacial
surgery, as L-PRF clots and membranes present a volume and shape easy to combine with most
surgical techniques, as filling and interposition healing biomaterial or as protection healing
membrane. Hence, this study has been undertaken to enable us to compare the clinical and
cosmetic improvement in the treatment of localized marginal tissue recession with ADMA
(Puros Dermis) and with L- PRF. 30 sites of localizgd gingival recession were divided into two
groups to receive root coverage treatment with Puros Dermis or L-PRF. The patients underwent
Phase | therapy, and were recalled after one month for the surgical procedure. Clinical
parameters were recorded at baseline, 3 months, and 6 months post-operatively. Statistical
analysis of results showed significant reduction iIn plaque index, recession depth, recession

width, probing pocket depth, clinical attachment level and increase in width of keratinized

gingiva from baseline to 3 months and 6 months in both groups; however, Puros Dermis showed

far more stable and significant reduction when compared to L-PRF. Our study thus demonstrated

that Puros Dermis was the superior material for root coverage when compared to L-PRF.
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INTROPUCTION

Periodontitis s “an inflammatory disease of the Periodontinm, capsed by BPEEiiE
MICIOOrganisms or groups of specific microorganisms, resulting in progressive dentretian @l s

| »9

hard and soft periodontal tissues

The progress of inflammatory periodontal disease, if unhampered, ulimately reailie I
attachment loss sufficient enough to cause gingival recession, Recession s GXpaaiiie al the raal
surface by an apical shift in the position of the marginal gingiva', Etiologie fagtors Uil Nave
been implicated 1n gingival recession include: faulty tooth-brushing technigue (gINgIVAl
abrasion), tooth malposition, and friction from soft tissues (gingival ablation) Yo Regeneratian ol
lost structure has become the primary therapeutic goal in periodontics; well docmented
periodontal literature and there are numerous therapeutic modalities l’nrlrm:uanmn coverage thal
have been investigated. The periodontal literature has well documented therapentic SE
designed to induce new attachment and/or regeneration on exposed rool surfiaces, The it

indication for root coverage procedures are esthetics and/or cosmetic demands followed hy (he

management of root hypersensitivity, root caries or when it hampers proper placue removal,

Platelet concentrates for topical and infiltrative use are first of all blood extracts obtained alles

various processing of a whole blood sample, mostly through centrifugation’, In short, all (hese

products, are tissues extracted from the circulating blood.

Leukocyte- and Platelet-Rich Fibrin (L-PRF) products are autologous biomaterials containing

leukocytes, platelets, wide range of key healing proteins with a high-density fibrin network™,

PRF holds promise as a regenerative material as ' releases high amounts of growth factors

(TGFbl, PDGF-AB, and VEGF) and matrix glycoproteins, Thus it may enhance proliferation ol

different cell types, including fibroblasts, osteoblasts, a

the L-PRF family fits the qeeds of the applications in oral and
2

their strong fibrin matrix,

dipocytes, and keratinoeytes”, Because of
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maxillofacial surgery” ', as L-PRF clots and membranes present a volume and shape easy to

combine with most surgical techniques, as filling and interposition healing biomaterial or ns
protection healing membrane.

Free gingival grafting (FGG), connective tissue grafts (CTGs), coronally advanced flaps (CAFs),
and @ combination of CTG, CAF, and guided tissue regeneration have been introduced to treat
gingival recession. Overall comparative studies suggest that CTGs are considered the “gold
standard” procedure; but they are associated with patient morbidity, need for a second surgical

site and limited supply of donor tissue.

Recently, the use of an Acellular Dermal Matrix Allograft (ADMA) has become an increasingly
popular technque as a substitute for connective tissue graft. Acellular dermal matrix 1s obtained
from a human donor skin tissue, processed in a way that removes its cell component while
preserving the remaining bioactive components, which is subsequently freeze dried®. Multiple

clinical studies’ have also documented predictable and esthetic results with an acellular dermal

graft in the form of Alloderm.

Puros Dermis offers several advantages over Alloderm in that it needs less time for rehydration;

it is not site-specific i.c., can be placed from either side and is manufactured by the company’s
proprictary Tutoplast process.

To the best of the authors’ knowledge, no study has been conducted so far comparing the

treatment outcomes of Puros Dermis vs L-PRF in treating localized gingival recession.

Hence, this study has been undertaken to enable us to compare the clinical and cosmetic

improvement in the treatment of localized marginal tissue recession with ADMA (Puros Dermis)

and with L- PRF,

e
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AIM!

e olm Of (he study I8 1O compare the elfectiveness of ncellular dermal matrix allograft (Puros
The @

fermis) with leukoeytes and platelet rich fibrin (L-PRF) In the treatment of localized gingival
¢l : ‘

IUﬂﬂthlH.

To evaluate the efficacy of Puros Dermis in the treatment of localized gingival recession
after six months
To evaluate the efficacy of L-PRF in the treatment of gingival recession after six months

To compare the difference in root coverage achieved between the two procedures after

¢ix months
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REVIEW OF LITERATURE
M

GINGIVAL RECESSION

Gorman WJ (1967)'"" conducted a study on 164 individuals to determine the prevalence and
incidence of gingival recession and to correlate gingival recession with apparent clinical
etiologic factors. The results showed that the occurrence of recession was found to vary from
54.5 percent of all the subjects in the 16-26 age group to 100 percent of the subjects in the 46-86
age group, with males showing greater recession than females in the same age group. Individuals
with good oral hygiene, particularly males, showed more gingival recession than individuals with
poor oral hygiene. Malpositioned teeth and toothbrush trauma were found to be the most frequent

etiologic factors associated with gingival recession.

Baker D, Seymour G (1976)"" observed the possible stages in the pathogenesis of gingival
recession were in rats in which pocketing had been induced by replacement of natural INCI1SOrs
with dental implants. The recession process was examined at intervals by taking transverse serial
sections. The study suggested that gingival recession involves a localized inflammatory process
which causes breakdown of connective tiséuc and leads to proliferation of the epithelium into the
site of connective tissue destruction. Proliferation of the epithelial cells into the connective tissue

brings about a subsidence of the epithelial surface, which is manifest clinically as recession.

Bernimoulin J-P, Curilovic Z (1977)'* carried out tooth mobility measurements on 107 teeth
with gingival recession in 20 subjects and found no significant correlation between gingival

recession and tooth mobility, and between tooth mobility and alveolar bone dehiscence.

Bjérn A-L, Anderson V, OlIsson A (1981)" conducted a clinical examination on 174 15-year
old pupils out of which approximately 62 per cent showed some degree of gingival recession on

the labial surfaces of maxillary teeth. The number of affected teeth per individual was low, one
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REVIEW OF LITERATURE

woth In about 35 per cent and teeth in 25 per cent of the individuals, First molars and first
premolars were the teeth most often affected. The number of cases affected by recession was
lower in individuals using an "unspecific” toothbrushing technigue compared with those using

roll or vibratory technique.

Vehkalahti M (1989)" investigated the occurrence of gingival recession in adults by age and
gender and in relation to their dental status and frequency of toothbrushing. A total of 258
dentate subjects were clinically examined and found frequent toothbrushers had, both in the
maxilla and mandible, more surfaces with recession than had those brushing their teeth

infrequently. Frequent toothbrushing also had a greater association with recession among women

and in the youngest age group.

Kassab MM Cohen RE (2003)' reviewed cross-sectional epidemiological studies to describe
the prevalence, etiology and factors associated with gingival recession and found that they
correlated the prevalence of recession to trauma, sex, malpositioned teeth, inflammation and
tobacco consumption, The recent surveys in this review revealed that 88 percent of people 65
years of age and older and 50 percent of people 18 to 64 years of age have one or more sites with

recession, The presence and extent of gingival recession also increased with age.

Sarpangala M (2015)'® conducted a study to determine the occurrence of gingival recession and
o identify the most common factor associated with the cause of gingival recession, A total of
710 subjects aged between 15 years to 60 years were selected. The most common cause for
gingival recession was dental plaque accumulation (44.1%) followed by faulty toothbrushing

(42.7%). Approximately half of the subjects examined exhibited gingival recession. The etiology

e
¥
-
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of gingival recession was found to be multifactorial, with its appearance always the result of

more than one factor acting together.

SURGICAL TECHNIQUES

Langer B, Langer L (1985)'7 described the use of the subepithelial connective tissue graft as 2
donor source for root coverage. An increase of 2 to 6 mm of root coverage was achieved m 56

cases over 4 years with minimal sulcus depth and no recurrence of recession.

Tarnow DP. (1986)'® described a semilunar coronally positioned flap. The technique involves 2
semilunar incision made parallel to the free gingival margin of the facial tissue, and coronzlly
positioning this tissue over the denuded root. This technique has the advantage over other
coronally positioned flaps, in that no sutures are required, there is no tension on the flap, there is

no shortening of the vestibule, and the existing papillae are not interfered with.

de Waal H, Kon S, Ruben MP. (1988)'? stated that laterally positioned flap has shown itself to

-

be the most predictable and aesthetically successful procedure in the treatment of mucogingival
defects such as gingival/periodontal recessions and root exposures. They also stated that 1t 1s of

utmost importance that the biologic principles of wound healing should be adhered to prior,

during and after the surgical procedure.

Allen EP, Miller PD Jr. (1989)*" described the fairly known coronal positioning of existing
gingiva in CAF(Coronally advanced flap) may be used to enhance aesthetics and reduce
sensitivity. Unfortunately when recession is mimimal and the marginal tissue is healthy, many
periodontists do not suggest treatment. They described a simple surgical technique of CAF with

the critera for its use which results in a high degree of predictability and patient satisfaction.

Scanned by CamScanner



REVIEW OF LITERATURE
%

n EP | [ i ‘ . P _
Allen EP (1993)*' conducted g study to review the current modalities of treatment including
pedicle flaps, gingival grafts and connective tissue grafts for the aesthetic treatment of gingival

recession to review these surgical procedures for an increased predictability in implementation.

Allen A L (1994)* advocated the use of the supraperiosteal envelope in soft tissue grafting for
root coverage, with recent advances in graft procurement and suturing encouraging a
reassessment of the "envelope" technique in soft tissue grafting for root coverage. Use of the
supraperiosteal envelope permits conservation of existing gingiva, minimal surgical trauma to
the recipient area, and firm fixation of the connective tissue graft over single and multiple
adjacent areas of recession. The intimate coadaptation of the bilaminar soft tissue complex thus

achieved may facilitate graft survival and postoperative blending of soft tissues.

Trombelli L, Scabbia A, Wikesjo UM, Calura G (1996)* treated Class I and II Miller
maxillary buccal recession defects in a split-mouth therapy to determine the effect of fibrin glue
in addition to tetracycline HCI root conditioning and the coronally positioned flap procedure. 6
months post surgery, significant recession depth reduction and attachment gain were observed

for both treatments resulting in no clinical and statistical significant differences. This suggests

that fibrin glue may not meaningfully enhance the outcome of these procedures.

Paolantonio M, di Murro C, Cattabriga A, Cattabriga M (1997)** compared Class I and II
Miller gingival recessions, when treated with free gingival and bilaminar connective sub-pedicle
grafts over a 5 year post operative period. They concluded that the sub-pedicle graft promises

better results in the coverage of exposed root surfaces when compared with the free gingival

graft,
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Pini-Prato G, Baldi C, Paglinro U, Nieri M, Saletta D, Rotundo R, ¢t al (1999)%* conducted a
clinical study which was designed to determine il mechanical instrumentation (root planing) of
the exposed root is useful in treating gingival recession caused by traumatic tooth brushing
following a coronally advanced flap (CAF), Their prospective clinical, controlled, randomized
study showed that mechanical instrumentation (root planing) of the exposed root surfaces is not
necessary when shallow recessions caused by traumatic tooth brushing are treated using a CAF

in patients with high levels of oral hygiene.

Pini-Prato G (2000)* conducted a clinical controlled study designed to measure the tension of
coronally advanced flaps (CAF) performed to treat shallow gingival recessions and to compare
the recession reduction (Ree Red) achieved in a test group (flaps with tension) and in a control
group (flaps without tension) 3 months after surgery. The results showed that minimal flap
tension does not influence recession reduction after 3 months when shallow recessions are

treated by means of CAF. In the test group (with tension), the statistical analysis suggested that

the higher the flap tension, the lower the recession reduction,

Toziim TF (2003)?7 focused on the importance of connective tissue grafting, combined with a

recent approach known as the tunnel procedure, in managing gingival recession defects with a

single operation.

increased blood supply, good aesthetic results, excellent patient cooperation and avoidance of

secondary periodontal plastic surgery. These were the benefits of this technique, which improved

the success rate of connective tissue grafting and increased the amount of root coverage.

Zucchelli G, Cesari C, Amore C, Montebugnoli L, De Sanctis M (2004)** evaluated the

effectiveness with respect to root coverage of a modified surgical approach of the laterally

Clinical trials yielded good results, including carly tissue healing because of
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w

superior gains in the width of keratinized tissue than patients with mandibular recessions. The

results of their study demonstrated that the LPF is an effective procedure to cover localized

gingival recession. Morcover, width of keratinized tissue was statistically higher for maxillary
recessions.

Santana RB, Mattos CML, Dibart S (2010)** compared the clinical outcomes of the semilunar

coronally re-positioned flap (SLCRF) and CAF procedure in the treatment of maxillary Miller

class I GR defects. Both flap designs were effective in obtaining and maintaining a coronal

displacement of the gingival margin. Root coverage is significantly better with CAF compared

with the original SLCRF technique in the treatment of shallow maxillary Miller class I GR

defects.

Pini-Prato GP, Cairo F, Nieri M, Franceschi D, Rotundo R, Cortellini P(2010)** conducted a
long-term study to compare the clinical outcomes of CAF alone versus coronally advanced tlap
plus connective tissue graft (CAF+CTG) in the treatment of multiple girigival recessions using a

split-mouth design over 5 years of follow-up. CAF+CTG provided better root coverage than

CAF alone in the treatment of multiple gingival recessions at the 5-year follow-up.

Pini Prato G, Rotundo R, Franceschi D, Cairo F, Cortellini P, Nieri M (2011)%° conducted a
long-term 14-year-randomized split-mouth study aimed at evaluating (1) the outcomes of two

different methods of root surface modifications (root surface polishing versus root planing) used

in combination with a coronally advanced flap (CAF) and (2) the long-term results of CAF
performed for the treatment of single gingi'val recession. Their study showed that during a long-

term follow-up, gingival recession recurred in 39% of the treated sites following the CAF

procedure.

11
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Lafzi A, Chitsazi MT, Farahani RM, Faramarzi M (2011)* conducted a study to evaluate the
clinical efficiency of the CAF with and without plasma rich in arowth factors (PRGEF) in the
management of gingival recession defects. Both treatment pmiuculs led (0 o significant
improvement in all measured variables compared to the baseline values, except the width of
keratinized tissue. While PRGF enhanced the outcomes of CAF especially throughout the first

month post-operatively, it offered no clinical advantage over CAF alone during the subsequent 2

months.

Fischer KR, Alaa K, Schlagenhauf U, Fickl S (2012)'7 presented a  double
sliding flap technique designed to meet the special requirements encountered in the often-fragile
incisal mandibular area. Their surgical approach combined two laterally repositioned flaps with
the dissection of the frenulum, to cover two deep neighboring recessions in the area of the central
incisors. Providing that correct indication and adequate surgical tissue handling are used, this

complex and advanced technique would have the potential to achieve complete long term root

coverage and an aesthetically satisfying treatment outcome.

Chatterjee A, Sharma E, Gundanavar G. & Subbaiah S K (2015)*® presented two current
case reports that introduce a novel. minimally invasive approach applicable for both isolated
recession defects as well as multiple contiguous defects in the maxillary anterior region. AcCcess

to the surgical site is obtained by means of an approach referred to as vestibular 1ncision

subperiosteal tunnel access. The minimally invasive Vestibular incision sub-periosteal tunnel

access (VISTA) approach presented i these case reports, combined with a broad wound-healing

growth factor, affords a number of unique advantages to the successful treatment of multiple

recession defects

12
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ACELLULAR DERMAL MATRIX ALLOGRAFT (ADMA)

Wwei PC, Laurel L, Geivelis M, Lingen MW, Maddalozzo D (2000)*? investigated the clinical

efficacy of acellular dermal matrix allograft to achieve increased attached gingiva. Autogenous

Free gingival graft (FGG) harvested from the palate was compared with the ADM graft in 12

patients with attached gingiva < or =1 mm on the facial aspect of mandibular anterior teeth. The

results of this study suggested that the esthetic results using the ADM allograft might be better

than those using the autogenous FGG.

Aichelmann-Reidy ME, Yukna RA, Evans GH, Nasr HF, Mayer ET (2001)* evaluated the

offectiveness of an alternate material that would reduce morbidity while providing sufficient

available donor tissue by using acellular dermis allograft for treatment of human gingival

recession. An acellular allogeneic dermai connective tissue matrix (AD) and autogenous palatal

connective tissue (CT) were compared in twenty patients with similar isolated gingival recession

d that acellular allogeneic dermal matrix

of > or = 2 mm on 2 separate teeth. The study conclude

may be a useful substitute for autogenous connective tissue grafts in root coverage procedures.

Tal H, Moses O, Zohar R, Meir H, Nemcovsky C (2002)* clinically compared the efficiency

gingival recession > Or —4 mm in seven patients with

of ADMA and CTG 1n the treatment of

bilateral recession lesions. Fourteen teeth were randomly treated with ADMA or CTG covered

by coronally advanced flaps. The results of this study concluded that recession defects may be

covered using ADMA or CTG with no practical difference.

Cortes Ade Q (2004)* clinically evaluated the treatment of Class I gingival recessions by

coronally positioned flap with or without ADM on thirteen patients with comparable bilateral

33
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ss | gingival rocassion (> o = 3.0 mm) where the detects were randomly assigned to

Millers €1

auents. The conclusion of this study was that both techniques could provide

ond of the T\
. feqnt TOOL COverage in Class 1 gingival recessions; however, a greater keratinized tissue
et N -

thicknass can b m.m\‘tg\i with ADM.

arris RJ (.‘.Oll-ﬂ“ svaluated the short-term and long-term root CovVerage results obtained with

H
an acellular dormal matrix and a subepithelial graft, Twenty five patients that were treated with
S LLER ’

aither an acellular dermal matrix or a sub-epithelial graft for root coverage were included in the

sudy and the short term (mean 123 to 13.2 weeks) and long term (mean 48.1 10 49.2 weeks)

were cﬂmpami.. The results showed that the cases treated with an acellular dermal matrix

improved or remained stable with time.

woodyard JG, Greenwell H, Hill M, Drisko C. lasella JM, Scheetz J (2004)* compared the
* alone to determine

coronally positioned flap plus an acellular dermal matrix allograft to CPE
their effect on gingival thickness and percent root coverage. Twenty four subjects with one

Miller Clas 1 or II buccal recession defects were treated with the same flap procedure and studied
for

sienificantly increased gingival thickness when compared with a CPF alone.

Gapski R, Parks CA, Wang HL (2005)° conducted a meta-analysis to compare the efficacy of

ADM-based root coverage and ADM-based 1ncr

used mucogingival surgeries. R

to October 2004 related to ADM were searched using the MEDLINE database from the National
Library of Medicine, the Cochrane Oral Health Group Specialized Trials Registry and through

hand searches of recent journals and reviews. Most of the analyses showed moderate to high

14

six months. The results concluded that treatment with a CPF plus an ADM allograft

case in keratinized tissue to other commonly

andomized controlled clinical trial articles from January 1, 1990

T AP oy P
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openeity, three out of four studies favored ADM-based covernge, and there were
f hereros ‘
levels ©

1sed clinical attachment gains comparing ADM to CAF procedures
reas

rends of INC

( C. Kaldahl WB, Allen EP (2005)* documented the histological results of CT

Cummings

advanced flaps to cover denuded roots in humans, The study

ADM arafts, and coronally

ed on four patients previously trea

gl'ﬂﬂst

was conduc

tment planned for extractions of three or more

Three teeth were selected in each patient and randomly designated to receive C1

anterior teeth.

fts or ADM oraft beneath a coronally advanced flap or a coronally advanced flap alone. Block
ora 5
=

ons were performed SIX months postoperatively and histologic examination

section extractl

oncluded that although CT and ADM grafts have slightly different histologic appearance, both
c

od to cover denuded roots with similar attachment and no adverse healing.

can be successfully us

Rahmani ME, Lades MA (2006)* compared the ADMA with the conventional subepithelial

nective tissue graft (SCTG) in the treatment of gingival recession. Fourteen patients with 20

con

gingival -ecessions of Miller’s grade I 'and Il were selected and randomly assigned to the test and

control groups and In each group ten recession defects were treated. The findings implied that

hoth ADMA and SCTG techniques could produce the same results when used for the successful

treatment of gingival ~ecessions. In addition the ADMA could be used as an adequate alternative

treatment modality for conventional techniques.

Barker TS et al (2010)*7 compared the healing associated with a coronally advanced flap for

root coverage in areas of localized tissue recession when using Alloderm (ADM) and Puros

Dermis (PDM). A split-mouth design was used for this study, with 52 contralateral sites in 14
patients with Miller Class I or 11 facial tissue recession. Twenty-six sites were treated with

coronally advanced flap using PDM, and 26 sites were treated with coronally advanced flap

15

Scanned by CamScanner




SEVIEW OF LITERATURE

-55 l'l l CI]icvill

covel‘ﬂ83~

.].].f]t E I"'] ] J ol & i ] -

: tive esthetics using a Visual Analog S
post-operd og Scale (VAS). Both male a -
: nd female patient
s aged
0-50 years with aesthetic problems due to exposure of recessi
ession defects when smilj it
Ing with each

2
site falling into Miller’s Class I and Il gingival recession were selected. The study showed th
: C at

acellular dermal matrix graft (alloderm) may be successfully used to treat gingival recession
, as
adequate root coverage may be predictably obtained.

Koudale SB, Cl?arde PA, Bhongade ML (2012)* compared and evaluated the effectiveness of

ADMA and SCTG in combination with coronally positioned flap in the treatment of multiple

gingival recessions in aesthetic areas. Ten patients aged between 18 to 40 years were selected

ndomly assigned to one of the groups and treated. The clinical parameters were measured

and ra

at baseline and

esults suggested that ADMA may be

tissue graft for root coverage.

Shori T, Kolte A, Kher V, Dharamthok S, Shrirao T (2

subpedicle ADMA with SCTG in the treatment of isolated

systemically healthy patients aged between 18 to 50 years with a
and the buccal surfaces of any teeth were selected for the study. R
tion in gingical recession and signific

treatments produced a significant reduc

keratinized gingiva.

then at 6 months after surgery and the data was statistically analyzed. Their

4 useful substitute instead of subepithelial connective

013)% compared the effectiveness of
marginal tissue recession. Twenty
recession defect on the labial
esults showed that both

ant gain in width of

Scanned by CamScanner



REVIEW OF LITERATURE

M-N‘ Gupta R, Pandit N, Dahiya ¥ (201" ovaluated the degree of patient scceptance
aith ADM allografl in the teatmaent of buccal gingival recession and to compare it with
whopithelial conpectne hisae graft. Thinty patients with Miller's class 11 recessions were trested
W gandomly assigning them to the test and control groups. The subepithelial connective tissue

jafl and ADM grafl were able to successtully treat gingival recession defects, however, the

ADM showed better patient acceptance than the connective tissue grafl.

hakare P, Baliga V, Bhongade ML (2015)* appraised the effectiveness of ADMA and SCTG
ompared 10 CAF in the treatment of multiple gingival recessions. Thirty patients aged between

8 to 30 years with multiple Miller's Class | and 11 recessions on labial or buccal surfaces of
seth were selected and randomly assigned to three groups. It was concluded that all three
schnigues could provide root coverage in Miller's class | and II gingival recessions; but greater

4 root coverage and predictability for coverage of >90% could be expected with CAF + ADMA

nd CAF + SCTG groups when compared with CAF alone

<PRE

“houkroun J et al (2006)" conducted a study where investigations were made into the
reviously evaluated biology of PRF with the first established clinical results, to determine the

otential fields of application for this biomaterial. The reasoning is structured around 4

andamental events of cicatrization, namely, angiogenesis, immune control, circulating stem

ells trapping, and wound-covering epithelialization. All of the known clinical applications of
'RF highlight an accelerated tissue cicatrization due to the development of effective

covascularization, accelerated wound closing with fast cicatricial tissue remodelling, and nearly

17
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| absence Of infectious events. Their initial research therefore makes it possible to plan
total d

al future PRF applications, including plastic and bone surgery, provided that the real effects
seve

are evaluated both impartially and rigorous'ly.

pohan DM, et al (2006)** conducted a study to investigate the platelet-associated features of
PRF as a biomaterial. During PRF processing by centrifugation, platelets are activated and their
massive degranulation implies a very significant cytokine release. They undertook to quantify
pDGF-B, TGEp-1. and IGF-1 within PPP (platelet-poor plasma) supernatant and PRF clot
oxudate serum. Their initial analyses revealed that slow fibrin polymerization during PRF
processing leads to the intrinsic incorporation of platelet cytokines and glycanic chains in the
fibrin meshes. This result would imply that PRF, unlike the other platelet concentrates, would be

able to progressively release cytokines during fibrin matrix remodeling; such a mechanism might

explain the clinically observed healing properties of PRF.

Aroca S et al (2009)% evaluated the additional effect of PRF in coronally advanced flap for the
treatment of gingival recession. Twenty subjects, presenting three adjacent Miller Class I or I
multiple gingival recessions of similar extent on both sides of the mouth, were enrolled 1n the
study. Each patient was treated on both sides by an MCAF technique; the combination treatment
(with a PRF membrane) was applied on the test side. Probing depth (PD), recession width,
clinical attachment level (CAL), keratinized gingival width, and gingival/ mucosal thickness
(GTH) were measured at baseline and at 6 months post-surgery. Gingival recession was
measured at baseline and at 1. 3. and 6 months post-surgery. They concluded that the addition of
a PRF membrane positioned under the MCAF provided inferior root coverage but an additional

gain in GTH at 6 months compared to conventional therapy

18
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¢ K, Geetha A, Umasudhakar, Ramakrishna T, Vijayalakshmi R and Pameela E.
Anilkumﬂ ’
(2009)56 dESCTide
oncentrated suspension of the growth factors, found in platelets. These growth

2 recent innovation in dentistry is the preparation and use of platelet-rich

plasma (PRF), & €

are involved In wound healing and postulated as promoters of tissue regeneration. Their
factors

dy reported the use of PRF membrane for root coverage on the labial surfaces of the
stu

andibular anterior teeth using laterally displaced flap technique with PRF membrane at the
m

recipient site.
Aleksic Z, Jankovic S, Dimitrijevic B, Diynic-Resnik T, Milinkovic I, Lekovic V (2010)*’

evaluated the clinical effectiveness of activated platelet-rich fibrin (PRF) membrane in treatment
of gingival recession. 19 gingival recessions Miller class I or I were treated with a coronally

advanced flap and the PRF membrane (PRF group). In the same patients, 19 other gingival

-ecessions were treated with CTG in combination with the coronally advanced flap (the CTG

group). Both procedures were effective with equivalence of clinical results in solving gingival

recession problems. The utilization of the PRF resulted in a decreased postoperative discomfort

and advanced tissue healing.

Femminella et al (2014)°® compared the effects of PRF and gelatin sponge on the healing of
palatal donor sites and the patient’s morbidity. Forty patients with at least one site of Miller’s

Class [ or IT gingival recession were treated by a coronally advanced flap with connective tissue
graft resulting from the de-epithelialization of free gingival graft. The PRF-enriched palatal

bandage significantly accelerates palatal wound healing and reduces the patient's morbidity.

Kumar A P, Fernandes B, Surya C (2011)> stated that PRF is a novel treatment option

available for various mucogingival defects with varied outcome. Although it is as its infancy, the

best part of platelet-rich fibrin is acquirement of optimal aesthetic results with excellent soft

19
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tissue contour and texture. Their case report highlighted the usage of platelet rich fibrin

membrane for the treatment of mucogingival defects such as gingival recession,

Naik B, Karunakar P, Javadev M, Marshal VR, (2013)* described platelet rich fibrin (PRF)
as a fibrin matrix in which platelet cytokines, growth factors, and cells are trapped and may be

released after a certain time and that can serve as a resorbable membrane. Autologous PRF is

considered to be a healing biomaterial and studies have shown its application n various

disciplines of dentistry.

Chandran P, Sivdas A (2014)°' reviewed the role of PRF in periodontal regeneration and
concluded that PRF is a powerful healing biomaterial with inherent regenerative capacity and
can be used in various procedures such as for the treatment of periodontal intra-bony defects,

treatment of furcation, sinus lift procedures and as a scaffold for human periosteal cells in vitro,

which finds application in tissue engineering.

Suchetha A et al (2015)%? evaluated and compared, clinically and radiographically, the efficacy
of PRF and PRP in the treatment of periodontal endosseous defects and to assess the effect of

platelet concentration on periodontal regeneration. Twenty intrabony defects were selected and
divided into two' groups randomly and treated by either PRP or PRF, and clnical parameters

measured at baseline, 3 months, 6 months and 9 months post-operatively; concluding favourably

that both PRF and PRP have comparable effects on periodontal regeneration.

Keceli HG et al (2015)% conducted a randomized controlled trial to evaluate the adjunctive
effect of PRF to CTG in the treatment of buccal recession defects. According to the results, PRF

did not develop the outcomes of CAF+CTG treatment except increasing the tissue thickness.

20
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Hehn J et al (2016)** conducted a randomized controlled clinical trial to evaluate the effect of
ct 0

PRF on soft tissue thickening and bone loss around implants. Their study concludes that soft
at so

tissue augmentation with PRE performed with a split-flap technique cannot be recommended for

thickening thin mucosa.

, 65 - - : . o
Arunachalam M et al (2016)" stated that in patients with periodontitis, regeneration of the lost

tissues has faced difficulties primarily due to the lack of support during the intricate healing

processes. PRF has been considered to be an important, easy to obtain, predictable surgical
additive for periodontal regeneration. This autologous scaffold provides the much needed bio-

chemical mediators which has the potential for enhancing reconstruction of the periodontium.

Their review tries to understand as to why PRF would be an important link to reach predictable

periodontal regeneration.

Al Jasser R, AlKudmani H and Andreana S. (2017)% conducted a review which indicated no

statistical or clinical difference in the use of PRF when compared to CAF. This lack of statistical

difference makes PRF a comparative alternative to CAF for soft tissue regeneration in the

treatment of Miller class I and Il gingival recession. They found that the reduced post-operative

pain and accelerated healing by the PRF offers an advantage of using it compared to CTG or

EMD which also need to be confirmed by future clinical and histological evaluation.

21
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TERIALS & METHODS

linical, experimental prospective study was ¢

The following ¢ arried out in the Department of

periodonwlogy‘ Babu Banarasi Das College of Dental Sciences (BBDC:ODS), Lucknow. After

obtaining'f’”‘i‘ml clearance from the Institutional Ethical Committee, patients were selected

based upon the following inclusion and exclusion criteria.

Inclusion criteria -
f——_-

o Patients aged between | 8-50 years

» Presence of recession defect affecting labial/buccal surfaces of the teeth falling under

‘Millers’ Class I or 11,

o Presence of = 3 mm recession depth with the loss of clinical attachment level (CAL) =

4 mm.

e Radiographic ovidence of sufficient interdental bone (the distance between the crestal

bone and cementoenamel junction as < 2mm).

Exclusion criteria —

e Molars, cervical abrasion, root caries, abnormal frenal attachments, tooth

modifications.

e Pregnant and lactating women.

e Smokers, tobacco and/or pan masala chewers.

| | outcome.
e Patients with any systemic diseases that will affect the periodontal treatment

o Subjects with a known allergy to the material being used.

s . e
e Patients who have been taking antib1otics for the previous 3 mon

e Non co-operative patients.
22
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il stan 7 |
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(e

1 Syelnge dml and Sml,
I Dingnontic PMT et [Mouth mirrors, UNC-15 probe (Hu-Friedy) and tweezers|
‘I L

g, Hend cap

6 Surglenl gloves

7 Patlent drape

8 BP blade handle and blades no, 12, 15

9 Periosteal elevator (GDC)
10, Adams tissue holding loreceps (GDC)

1. A set of surgical curctics (Hu-Friedy)

12, Sutures (4-0) non-resorabable braided prolenc.

13, Table top L-PRF centrifuge (Remi centrifuge R303).

14, Coe-pack dressing (GC AMERICA INC,)
15 Clastroviejo 5CI850r8, needle holder (GDC)

Study design:

12 patients fulfilling the above |

nentioned inclusion and exclusion criteria were selected

nt procedure was fully explained to the patients

from the O.P.D of the department, The treatme
: | (ore initiating the procedure. 30
and a duly signed consent form was taken from each patient before initiating the p
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the criteria were cvaluated and then randomly distributed into two groups viz.

‘.‘lmu N

A "' A - localized marginal tissue recession treated with PUROS DERMIS with
r g CAF)
: - HWWMI

m B - localized marginal tissuc recession treated with L- PRF with Coronally

' Advanced Flap (CAF)
Af Baseline following parameters were recorded:

o  Clincal Attachment Leved

«  Width of Keratimred Cangrve

" ?l;
1 1 |
il
_." L
: LHJ
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qurgical procedure

All the subjects underwent Phase [ therapy. They were recalled after one month those

who fulfilled all inclusion and exclusion criteria were included in the study

12 patients were selected from the OPD of the department fulfilling all inclusion and

exclusion criteria. 30 gingival recession sites were selected and divided into two groups
randomly and treated by either Puros Dermis or L-PRF, All patients were informed about

the procedure and a duly signed consent form was taken from before initiating the surgical

treatment.

All clinical and radiographic parameters were recorded as Baseline readings. The

patients were recalled for surgical procedures. They were asked for a pre-procedural rinse

with 10 ml of 0.2% chlorhexidine gluconate solution for 1 minute. The surgical procedure

was performed under aseptic conditions.

The operative sites were anesthetized with a solution of 2% lignocaine with

1:200.000 adrenaline. Incisions were given for a CA F procedure. A sulcular incision was
. '
made at the recession and extended with two 3 ertical releasing incision in correspondence

to the line angles of adjacent teeth; the interdental papilla was preserved as much as

possible. A full thickness flap was elevated up to the alveolar crest, and then a partial

thickness flap was raised extending beyond the muco-gingival junction to facilitate flap

mobility and easy coronal positioning. Puros Dermis was trimmed according to the size of

the defect. hydrated in a saline solution for 60 seconds as per manufacturer s instructions,

and placed over the root surface. A 5.0 silk suture secured the flaps to the allograft and

simultancously to the surface of the neighboring papillae and Coe pack dressing was

placed.

25
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jroup B, similar incisions for CAF were given. To obtain PRF, 10 ml blood

1 the median cubital vein from the cubital fossa and was placed in sterilized

test tubes without anticoagulant and centrifuged immediately at 3000 rpm for 10 min using

the centrifuge (Remi centrifuge R303). The resultant product consisted of the following

three layers

| Topmost layer — a cellular platelet poor plasma

Middle — Leukocyte and Platelet Rich Fibrin (L-PRF)

3, Bottom layer — Red blood corpuscles

-~  Acellular Plasma (PPP)

- Fibrin ¢clot (PRF)

Red corpuscules base,

The acellular plasma layer was discarded and the PRF clot was retrieved along with
the associated RBC layer with tweezers from the test tube. The RBC Layer just below PRF-
RBC junction was cut using scissors. The PRF clot was then placed on a glass slab over a

gauze piece and gently compressed using another glass slab to remove excess serum. The
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ARMAMENTARIUM FOR SURGICAL
PROCEDURE

R - A NS IT W

PLATE NO. I

Scanned by CamScanner



gin
‘-l"
o

]
-
i
¥ “
]

e NI L

Scanned by CamScanner



QBT

Scanned by CamScanner



Puros Dermis placement Suture placement
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Observations &l Results




are resented 1n mean+SD. 'Thc Unpaired t-test wag use
e results cen the groups. The Paired t-test was

. d to compare the study
. het\ \ Ve ot
s b bascline to subsequent time per;

used to compare the mean change in

alt sors from 0ds. The p-value<() (s -
M ramete - | 05 was considered
a-:l“d}r P Al (he analysis WE.IS carried out on SPSS 16.0 version (Chicago, Inc,, USA), All
si,?“mca; ‘cnclosed in Appendix - VI
m |‘“ -
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Inter-Group (Table 1a, Graph ta):-

Pl sC0re were recorded at these time intervals in both the groups.

At baseline, the mean Pl reading for Group A was 2.0540.55 and Group B was

3 21:0.67. The p-value tor this was 0.46, which is statistically non-significant.

3 months post-operatively, the mean Pl reading for Group A was 1.20+0.19and

as 1.71£0.52. The p-value for this was 0.001 which is statistically

At 6 months post-operatively the mean PI reading for Group A was 1.25+0.16

I.‘ ‘. 3 | : \ L] 0(. l 'I]iCll i\“ :lﬂlih‘tiC;lll}l*

significant.

f PI between the groups across the time periods

| E - TTr | p-value’ -
N A rou
Eepers 1) A L - 0.46
2n05:i:0 55 * 221:t067 0'001*
EEcin: 520,15 .7120.52 0001
3 months :‘25¢0' E C8620.51
6 months : -

cross the time
became

1 rod t- *Sienificant

een the groups. Pl
months.
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sraph- 12: Comparison of plaque index between the groups across the time periods
¥

Intra-Group (Table 1b, Graph 1b)

In Group A, the mean PI at baseline was 2.05+0.55 that reduced to
-0.46. This change was found

1 20+0.19 after 3 months, showing a reduction of 0.85-

to be statistically significant.

-(0.55 that reduced to

In Group A, the mean Pl at baseline was 2.05:
-0.54. This change was found

1 25+0.16 after 6 months, showing a reduction of 0.80-

to be statistically significant.

-0.19 that slightly increased

In Group A, the mean PI at 3 months was [.20-
-0.19. This change was

to 1.2540.16 after 6 months, showing an increase of 0.05

found to be statistically non-significant.

-0.67 that reduced to

In Group B, the mean PI at baseline was 2.214
-0.48. This change was found

1.71+0.52 after 3 months, showing a reduction of 0.50-

to be statistically significant.
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h&m&&PIﬁ.SmOE?ﬁE‘h'a;T“P_{,;ﬂp .- ;
- i< that shightly increased

151 after 6 months, showmng an increase of 0 1540 12 v
o 1860 £ SC o1 U.1520.15. This change was

i 1o be statstically sigmificant.
Tl 1B Comparison of mean change in Pl from baseline to subsequent time periods
js Groap A and Group B
=  Group A Grou
) | 1 p B
i“"'""' (p=15) ' (n=15) g i
: ' Meanchange  p-value’ | Mean change | p-value’
3 aoaths Gewimonths | 0.85:046 0.0001* | 0.50+0.48 | 0.001*
Seline o 6 months | 0.80:0.54 [0.0001* 1035047 | 0.01*
Spestobmonths | 0.05:0.19 [ 0.33 [0.1520.15 [ 0.003*
“apaired tiest. *Significant

Tbie-1b & Graph-1b shows the companson of mean change in Pl from baseline to
sbsequent time periods in Group A and Group B. There was significant (p<0.05) change In
Pl from baseline to subsequent time periods in both the groups.

s GroupA ™ Group B

‘ -
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B OBSERVATION &RESULTS

7, Com arison_of Recession Depth (RD) between Group A and Group B ¢
Baseline 3 months. and 6 months (post- operatively)

[nter-Group (Table 2a, Graph 2a)

Gingival recession depth was recorded at these time intervals in both groups.

At baseline the mean RD reading for Group A was 3.60+0.78 and Group

B was 3.3320.16, the p-value for both the groups was 0.33 that was statistically non-
significant.

3 months post-operatively, the mean RD reading for Group A was
0.16=0.36 and Group B was 1.60=0.80, the p-value for both the groups was 0.0001,
which was statistically significant

6 months post-operatively, the mean RD reading for Group A was
023041 and Group B was 1.6620.79, the p-value for both the groups was 0.0001,
which was statistically significant

It was also observed that RD reduction was higher in Group A as

compared to Group B.

ble-2a: Comparison of recession depth between the groups across the time periods

I — m—

B i e m— ot —
ne period Group A (.rnup B p-value

l(n=15) (=15 e oot -
seline | 3.60=0.78 .: 33+0.16 %0.33 - |
wnths ﬂ 16036 1 60080 d___Q-ﬂQOl' S
yonths 70332041 1662079 [ 0000] ]
npaired t-test, '\It.ﬂlth.dm

the
ot sween the groups across

ble-2a & Graph-2a shows the companson of recession depth betwe  deii st

- i -~ n rLLc‘;HIO
rence iP 0.05) 1 Group A than
S

¢ penods. There was no significant differ ' jower in
ween the groups. Recession depth reduc -ed significantly p<0.01)
oup B at 3 months and 6 months.
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®GroupA mGroyp B

4 .I-' . 3-6— - - . |
| .
3.5 ]' =
| oy
| 325 o
g
c 2 +4 16
; 1.5
| 1 1
05 1 0.16
| Iy
0 >

Baseline 3 months © months

Graph 2a: Comparison of recession depth between the sroups across the time period
B * periods

Intra-Group (Table 2b, Graph 2b)

In Group A, the mean RD at baseline was 3.60+0.78 that reduced to

0.1640.36 after 3 months showing a reduction of 3.43+0 77 This change was f ]
3+(.77. ang as founc

to be statistically significant.

In Group A, the mean RD at baseline was 3.60+0.78 that reduced to 0.23+£0.41 after

0 months showing a reduction of 3.3640.81 This change was found to be statistically

significant
In G s Mes
n Group A, the mean RD after 3 months was 0.16+0 .36 that shghtly increased to
U.: 1 - # » - . .
3+0.41, after 6 months showing an increase of 0.06+0.25. This change was found
0 be Statistically non-significant
In Group B, the mean RD at baseline was 3.33+0.16 that reduced to

. ; | |
60+0.80 after 3 months showing a reduction of 1.73+1.09. This change was found

to be Statistically significant.
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————
e ——

B - mean RD at baseline was 3.33+0.16 that reduced to 1.66+0.79. after

meU“pB’th ion of 1.66x1.11. This change was found to be statistical
howingafe‘lucumo : JNE g : nd to be statistically
ths S
6 mor
significan’ hs was 1.60+0.80 that slightly
B. the mean RD after 3 months was 1.60+0.80 that slightly increased to
oup > _ .
[n OF . afier 6 months showing an increase of 0.06+0.25. This change was found
1.660-77 o
he statistically non-significant
{o

Comparison of mean change in recession depth from baseline to subsequent
orm

2b:
Tabel;eriuds in Group A and Group B
fim
Group A Group B
-
Mean change | p-value’ Mean change | p-value!
1 3.43+0.77 0.0001* | 1.73£1.09 0.0001*
— ¢ to 3 months 13.43£0.7 _
E”ellﬂﬁ :E 6 months. 3.3620.81 0.0001* | 1.66+1.11 0.0001*
ase - =
3 months to 6 months 0.06+0.25 0.33 0.06+0.25 0.33

Unpaired t-test, * Significant

Table-2b & Graph-2b shows the comparison of mean change in recession depth from
haseline to subsequent time periods in Group A and Group B. There was significant
(p=0.0001) change In recession depth from baseline to subsequent time periods in both the
groups except for 3 months to 6 months.

® GroupA ®mGroup B

Mean change

Baseline to 3 Baseline to 6 3 months to 6
= months months months
Graph R o0 S - i
2h' Co
. - m . - - .
time Periogd Parison of mean change in recession depth from baseline to subsequent

*In Group A and Group B
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B at

= ¢ Recession Width (RW) between Group A and Grou

(Table 3a, Graph 3a):

W

jval recession widt

h was recorded at these time intervals in both groups.
GIng

At baseline the mean RW reading for Group A was 3.36+0.44and Group B

3.36£0.44 the p-value for both the groups was 1.00 that was statistically non-
was - o, e

signiﬁéant. |
3 months post-operatively, the mean RW reading for Group A was

+(0.35, the p-value for both the groups was 1.00 that

6 months post-operatively, the RW reading for Group A was 0.26+0.45 and

.(0.45. the p-value for both the groups was .00 that was

Group B Wwas 0.26=

statistically non-significant.

Table-3a: Comparison of recession width between the groups across the time periods

Time period Group A Group B p-value'

(n=15) (n=15)
Baseline 3.36+0.44 3.36+0.44 1.00 |
3 months 0.13+0.35 1 0.13£0.35 ."OO :
6 months 0.26+0.45 0.26+0.45 1.00 |

'Unpaired t-test, *Significant

Table-3a & Graph-3a shows the comparison of recession width between the groups acro‘ss the
time periods. There was no significant change (p>0.05) in recession width at baseline, 3

months and 6 months between the groups.
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3.36 3.
36

Mean value

Intra-Group (Table 3b, Graph 3b)

In Group A, the mean

RW at baseline was 3.36+0.44 that reduced to
0.13+0.35 after 3 months showing a reduction of 3.23+0.65. This change was found
o be statistically significant.

In Group A, the mean RW at baseline was 3.36+0.44 that reduced to
0.26+0.45 after 6 months showing a reduction of 3.10+0.63. This ch

ange was found
o be statistically significant

In Group A, the mean RW after 3 months was 0.1340.35 that increased

slightly to 0.26+0.45 after 6 months showing an increase of 0.13+0.35. This change

Was found to e statistically non-significant.

In Group B, the mean RW at baseline was 3.36+0.44 that reduced to

after 3 months showing a reduction of 3.23+0.65. This change was found

to be Statistically significant,

0.13+0.35

In Group B, the mean RW at baseline was 3.36+0.44 that reduced to
0.26+0 45 after 6 months showing a reduction of 3.10+0.63. This change was found

to be Statistically significant
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OBSERVATION &RESULTS

RW affer 3 months was 0.13=0.35 that shighty

e J:nfﬁ'irtmmdh showing an mcrease of 0.13£0.35. This change

’ﬂﬁ e !I ~3il%s m—-g@ﬂﬁt:lﬂt

n IS
Wﬂd w=13) — (n=13)
Vican change | p-value Mean change p—u alue
L — 356 ~ [ 00001* |323:065 | 0.0001*
[y 310=0.63 0.0001* |3.10:0.63 | 0.000*
— . 0.1 | 1 0.16 | 0.1320.35 | 0.33
ey i S0wS s comparison of mean change In recession widis om

paselane 19 SubSSGIET sme periods m Group A and Group B. There was sigmeficamr
(e 0] § =  s=regsion width from baseline to subsequent time penods m Dot S
g 82T for 3 moetis o 6 months.

——————— e — ———— e e ——————— —

®GroupA ®GroupB

(S
:
w
£

A\
U

\\\\i\\\

(A

2
15
1
05 %
0 |
Baseline to 3 Baseline to 6 3 manths oo
months months months

e e ——

(,mph Ihe Comparison of mean change in recession width from Daseling (& vy
time perfods in Group A and Group B
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OBSERVATION 4 RESLUI

W probing Depth (FED) betneen Lz
I . piihs (pos gperatively)
‘ 1 wmu_ma(.'ﬂlﬁ nil

Graph 4a)

sl
T

“H*L {4 I“”

‘- "I‘I'J'm'r 1"- 1 *'

(Table 49,

= at these um
. i Il,lltui' ! Al £ i
Ding tll.]""”’l \WHS |

IhL‘ ”H.’fl” I|I’E] 1 ¢ 1111!]"' t['f {'f|= D

\ 1 ]'1‘1-.1.'||HL'.

| was (.48 which
R2. The p-mhu' for this was ]

R Wi s 440 .
W\ - B
' ) [y v, 12
\ munllh |‘|{H-!-n|‘iL'I;I!I'»l.‘}‘-.. the mean PP read
¥ . ¥ i i | :_ _I'r .
'||" -““l {H'Hlll'! “ Wilhs ].?r‘-'“ 1' ['ll. [‘l "ulllj_ ' |
’ _‘;['1'{ N

atistically significant

. j ] ¥ i .,_._- ?I l F
At O months pusl-npuruln-'L'I},- the mean PPD readings lor U
f i

‘ b 030,41, -I"'IL' 'I*\*IIIHL' fllr [}]1-, was ()f y
 $3£0.22 and Group B was 1.93£0.4] 1

catistically signihicant.

{sbleda: Comparison of PPD between the groups across the time periods
| .

- — — , ‘I
[I_ITIE ptri_ud il G;'nup A |[ Group B p-value
(n=15) | (n=15) | .
Bascline (230070 2504082  |048
Ymonths | 1.56%0.17 — [1.76£031 ] 0.04*
Smonths | 1.63+0.22 [ 193041 [ 0.02¢

Unpaired t-test, *Significant

lable-da & Graph-4a shows the comparison of PPD between the groups across the time
periods. There was no significant difference (p>0.05) in PPD at baseline between the groups
'PD became significantly lower in Group A than Group B at 3 months (p°
months (p=0,02),

«0).04) and 6
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OBSERVATION &RESULTS

HGroupA = Group B

Mean value

Baseline 3 months 6 months

Jraph 4a: Comparison of PPD between the groups across the time periods

Intra-Croup (Table 4b, Graph 4b)

In Group A, the mean PPD at baseline was 2.3040.70 that reduced to
1.56£0.17 after 3 months, showing a reduction of 0,73+0.67. This change was found

fo be statistically significant.

In Group A, the mean PPD at baseline was 2.3020.70 that reduced to
| .6340).22after 6 months, showing a reduction of 0.66+0.64. This change was found

to be statistically significant.

In Group A, the mean PPD at 3 month was 1.56+0.17 that slightly
ncreased to 1.6340,22after 6 months, showing an increase of 0.06+0.25. This change

was found to be statistically non- significant.
In Group B, the mean PPD at baseline was 2.50+0.82 that reduced to

\.76+0.3] after 3 months, showing a reduction of 0.73£0.77.This change was found
10 be statistically significant.

39

Scanned by CamScanner



OBSERVATION &RESULTS

B. the mean PPD at baselime was 2.50=0.82 that reduced to

fs Group
g}:ﬂ“ﬁfw & moniiis. showing z reduction of 0.56:0.56.This change was found
L- . Waﬂ? gigmyficant.
5

3 i I-l;" - = ¥ -
AU, 1nisS Chanec

foumd 1O OF qzztisticzlly non- sign ;
'ﬂﬂ "_"',--r , 5
; sf mean change m PPD from baseline to subsequent nme
. ConsparisSon
‘M Croap A and Group B
= Group A Group B
— - e
ot (=135 | (n=15) 1
Vican change | p-value' | Mean change | p- alue
= e | 0.73:0.67 0.001* 0.73=0.77 0.003* _
gscie 0 -.;.G!’Zﬂ'«b 0.66=0.64 0.001* | 0.56&0.56 0.002* |
:"""Mmm&__@nm% e e 5 24 0.16030 0.05
— é eths 0.06=0.23 053 | 0.16=0.50 03
2 moathis 10 6 EOEES
;-'auﬂfl'?fw-'ﬁ'&. *Ssgnrficant
| : the comparison of n change in PPD from baseline to
ThicSH & Grapt40 shows the comparison Of m<an C 1 plbog o
£ and Group B. There was significant (p<0.01) change In

::)e"u-:l.: in both the groups except for 3 months to 6

ot timie periods m Group A

_-___.I - - -- -ﬂ"
307) fons baselme o SEOSEqUCTE
= S i

montis winch was nearly sicnific2

S

oA

|
W

- =
&

o O
WA

Mean change

= |
- N

-

-"-.. = = = 1 =
T e . -~ =

o

Baseiime to 3 Baseline to 6 Imonthsto &
months months months

B —

‘m' I“‘ Comparison of mean change in PPD from baseline to subsequent time
-Gr"PAndGroupB
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———
—

ment Level(CAL) between Group A and Group B

1 6 months (post- operatively

A

X
B

(‘l‘nhlo sa, Graph 5a)

CAL was recorded at these time intervals for both groups.

the mean CAL reading for Group A was 5.86+0.89 and Group B was

At baseline . N
| alue for this was 0.91 which is statistically non-significant.

: 3+0.87, The p=V

3 months post-operatively, the mean CAL reading for Group A was

0.20 and Group B was 3.36+0.97. The p-value for this was 0.0001, 1t was
| 604020 ¢

catistically significant.

-operatively the mean CAL readings for Group A was

At 6 months post
as 0.0001 that was

|.73£0.41 and Group B was 3 60+0.96. The p-value for this w

statistically significant.

n the groups across the time periods

parison of CAL betwee

Table-Sa: Com 1
[ -value
Time period Group A G:;oup B p
(n=15) | (n=15) T
Baseline 586+0.89 | 5.83087 o2l
I months 11.60+0.20 [3.360.97 A0k
S months | 1.73+0.4] 3.600.96 .

Unpaired t-test, *Significant
son of CAL between the groups across the time

0.05) in CAL at baseline between the groups.
Group B at 3 months and 6

Table-Sa & Graph-3a shows the compari
periods. There was no significant difference (p~
There was significant gain in CAL (p=0.0001) in Group A than
months,
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OBSERVATION &RESULTS

m Group A = Group B |

o

Mean value
U

[

3 months 6 months

h 5a: Comparison of CAL between the groups across the time periods
jraph o4

In Group A, the mean CAL at baseline was 5.86+0.89 that reduced to

| 60+:0.20after 3 months, showing a reduction of 4.26+0.79. This change was found

to be statistically significant.

[n Group A, the mean CAL at baseline was 5.86+0.89 that reduced to

1 73+0 4] after 6 months. showing a reduction of 4.13+0.83. This change was found

to be statistically significant.

In Group A, the mean CAL at 3 months was 1.60+0.20 that slightly

increased to 1.73+0.41 after 6 months, showing an increase of 0.13+0.44. This

change was found to be statistically non-significant.

In Group B, the mean CAL at baseline was 5.83+0.87that reduced to

3.36£0.97 after 3 months, showing a reduction of 2.46£1.12. This change was found

0 be Statistically significant.
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months, showing a reduction of 2.2340.99, This chang

significant.

in Group B, the mean CAL at 3 months was 3.3640.97 that shightls

ed 10 3 60+0.96 after 6 months, showing an increase of 0.23+0.37 Th
increds ‘

s (L0
[able-3D:
eriods in Group A and Group B

- Group A ' | Group B
: d
[ime peric (n=15) | (n=15) |
Mean change | p-value' | Mean change | p-value’

=103 months 1 4.26+0.79 0.0001* | 2.46£1.12 | 0.0001*
Bascline ths 4.130.83 0.0001* | 2.23+0.99 0.0001
Raseline to 6 mon 1 ey
mtoﬁmonth‘i 0.13+0.44 0.26 10.23 +(.37 | 0.02

Unpaired t-test, Slgmmdnt

Table-Sb & Graph-5b shows the comparison of mean change in CAL from baseline to
subsequent time periods in Group A and Group B. There was significant (p<0.05) change in
CAL from baseline to subsequent time periods in both the groups.

m GroupA mGroup B
4.5
4 .
3.5 -
i
- e
£ 25 ..
& 2
s 15 -
: 0.23
0.5 013 ’
0
Baseline to 3 Baseline to 6 3 months to 6
: months months months
Graph =il g )
Sh:
Perigdy ; in Comparison of mean change in CAL from baseline (o subsequent time

Group A and Group B

.

43

[n Grroup B. the mean CAL at baseline was 58340 87 that reduced 14

ad If’i':f.

mparison of mean change in CAL from baseline to subsequent time
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3 months POst-operatively, the me

significant.

At 6 months post-operatively the

and Group B was 6.26+0,99. The p-value

significant.

Inter-Group (Table 6a, Grap Oa);-

KG was recorded

mean KG

an KG readin
and Group B was 6.26+0.99 The p-valye for t}

tor thig was 0.000]

at these time "tervals in bog, the groy
Ps.

g for (imup

118 was 0.000] Which is S

reading for Group

Which g St

A was 7 804 | 13

alistically

Broups across the
ime periods

lime period Group A Group B p-value' ﬁ-
& (n=15) (n=15) i
Baseline 5.33+1.20 5.83+0.87 0.20 |
3 months 17.80+1.13 6.26+0.99 0.0001* i
6 months 7.80+1.13 6.26+0.99 0.0001% 4
Unpaire t-test *Significant

Table-63 g Graph-6a

groups
gingiva

P=0.0001

shows the co

4Cross the time periods,

at ba

seline between the
higher in Group A th

mparison of width of keratinized gingiva between the
There was no significant (p>0.05) in width of keratinized
groups. Width of keratinized gingiva became significantly
an Group B at 3 months and 6 months.
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m GroupA ®GroupB

Mean value
QO = N W A tn o =1

———

h 6a: Comparison of width of keratinized gingiva between the groups across the
sraph ba.

ime periods

[ntra-Group (Table 6b, Graph 6b)

In Group A, the mean KG at baseline was 5.33+1.20 that reduced to

780+1.13 after 3 months, showing a reduction of 2.46+0.71. This change was found

to be statistically significant.

In Group A, the mean KG at baseline was 5.33+1.20 that reduced to

7.80+1.13after 6 months, showing a reduction of 7 46+0.71. This change was found

to be statistically significant.
In Group A, the mean KG at 3 months was 7.80+1.13 that remained
7.80+1.13 after 6 months, showing a change of 0.0

width of keratinized gingiva from 3 months to 6 months.

0+0.00. There was no change

|
In Group B, the mean KG at baseline was 5.83+0.87 that reduced to

6.26+0.99 after 3 months, showing a reduction of 0.43-

-0.49. This change was found

10 be Statistically significant.
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Group B the mean KG at bascline was 5.83+0.87 that reduced to
In '

hs. showing a reduction of 0.43+0.49. This change was found

qb:l:ﬂ.q- _ :
o be S Group B, the mean KG at 3 months was 6.26+0.99 that remained
In OT ‘
frer 6 months, showing a change of 0.00+0.00. There was no change
0 a cr
0 363:0*9 atinized gingiva from 3 months to 6 months.
. fke =
width ©

con of mean change in width of keratinized gingiva from

ime periods in Group A and Group B

Group B

Group A
/pe/riﬂT// (n=15) (n=15)

lTime Mean change | p-value' Mean change | p-value’
o 12.4620.71 0.0001* | 0.43+0.49 0.004*
ine to 3 MOM - 10.0001* | 0.430.49 0.004*
eline 10 2.46x0.71 | 0. 4340, |
%’{monlhs 2l +0.00 - 0.00+0.00 -
mon[hs o

shows the comparison of mean change in width of keratinized gingiva
: subsequent time periods In Group A and Group B. There was significant
KG from baseline to subsequent time periods 1n both the groups. There

) change In o
(P':D'OJ) i d gingiva from 3 months to 6 months.

ye width of keratinize

was no chang
m Group A ®Group B
2.46
T
[-V]
"]
=
"
 —
& ]
c
)
-1
b3
- | _& . - —
Baselineto3 Baseline to 6 I monthsto 6
months months months
anh 6b: Com

Parison of mean change in width of keratinized gingiva from baseline to

Su
bseqﬂent time periods in Gmup A and Gﬂ)up B
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Gwh.al apical 10 the cemento-enamel junction (CEJ) %8 69

ity is frequently associated
‘ Ol'al cavi Wlth aest
i o the hetic complaings

ul’c Ities to achieve optlmal | root
5;ﬁ§ a['ld dlfﬁCU | P dque Control. 071 71 7
ity

Hhe actiology o
omplex, commonly related to over contoureq tooth shape ang l
Malposition

ssion-type defects 1s based on the yse of predictable periodontal
a

(PPS) procedures. As first proposed by Miller in 1988, the term PPS comprises

gical «echniques intended to correct and prevent anatomical, developmental,
sur

| tissue blending of the exposed surfaces and but also to increase gingiva width and
naturd

ickness 0 ensure long-term stability.
|

- oival grafting (F GG), connective tissue grafts (CTGs), coronally advanced flaps (CAFs),
Free gINgt

d mbination of CTG. CAF, and guide*d tissue regeneration have been introduced with a
and a ¢o ;

high degree of predictability in Miller Class 1 and II recession defects. A recent systematic
2

~wiew of the literature demonstrated that CTG, FGG, and CAF were effective in reducing

. ghgival recession, with concomitant improvements in attachment level. Another systematic

l mi | idth of
-~ tview demonstrated that the CTG procedure optimizes results in root coverage and W

: Keratinized tissue,
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| fdoﬂor“
L0 2 ‘hconveniences, new materials have beep

and minimize morbidity. These haye

INcludeq the use of acellular

ADMA) ** or leukocyte and plate]et rich fibrip (L-PRF) 55

rudies suggest that subepithelial connective tissue grafts

paratl’*’e S are considered the

edure in the treatment of recession-type defects

The new acellular

15, however, do provide improved patient satisfaction and esthetics are
Dy €

and lead to reduced postoperative discomfort and surgical time,”’

Dermis 1S nanufactured by Zimmer Dental Inc., under its parent company Zimmer
;
puros

me. (NYSE and SWX: ZMH) established in 1927. Zimmer Dental offers a
| Hﬁldiﬂ851 ;

| ensive line of regenerative biologics with ever-expanding range of solutions to provide
S

| i« breadth and depth that clinicians need to complete regenerative procedures.
- fhebr

rds of both the Food and Drug

| s Dermis is recovered following the rigorous standa

d the American Association of Tissue Banks (AATB) with either 2

Administration (FDA) an

ghs of the deceased donor. The tissue 18 recovered

walpel or dermatome from the back of the thi

| | antigenicity,
iihin 24 hours of death and the multistep Tutoplast process removes al g
d collagen, Ppreserves

nag ‘ e an
Metivates all kinds of pathogens, preserves USSUc structur

Ing comparable 10 autografts. In the

| hinmeCha"icss guarantees sterility, and results in graft heal

Pof39 days, the process preserves the valu
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DISCUSSION

M genlly FOmoving unwanted materials, such as cells, antigeng

suence of interactions between epithelial cells, gingival
and asteoblasts. The disruption of vasculature during

(0) I“

19 1z molecular signals which are primarily mediated by
atelets”’ throug |
qee that the presence of growth factors an

There 18 evide
aling. B0 Platelets also secrete

(lammation and wound healing.”” Platelets also
yles 1N 11 :

q matrix for the connective tissue and as

¢I'7his has led to the idea of using platelets

in peri al wound healing.
Hgsue repalr purliculurly in periodonta

improve s

arted with the use of

sl
| wounds and stimulate healing

tute ncentrated
120 and arc constituted of €O
4() years ¢
prove healing and 10 replace

g can be

ﬂhrlnnucn. platelet concentrate

_.ﬂhrin dlues has been explored
:ﬂllllﬂcd T

" pure platelet-rich plasma (P-PRP),
PRP)

tcocyte- and platelet-rich plasma (L-

' Pure p|ﬂlﬁ|ﬂl.ri¢h fibrin (P'PRF) B
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L ‘ % But the disadvantage of using PRP s that its |
roperties can va
ry

the

Jlotting factors V, XI and thrombin which can adversely affect the coagulati
ulation

| £l“libodies to the

| pmccss- ad dition, hovine thrombin preparations contain clotting factor V which can result in

tem activation when challenged with a foreign protein. Other drawbacks about the

- jpmune $Y3
o PRP nclude legal restrictions on handling the blood and also controversies in the

enture regarding the henefits and clinical outcome of use of PRP. All these have led to the

platelet concentrate called platelet-rich fibrin which overcomes

 gaeration of @ new family of

- mnyof the imitations of PRP.*

Mutelet-rich fibrin (PRF) described by Choukroun et al®' is @ second-generation platelet

tors in the form of fibrin membranes

. tmeentrate which contains platelets and growth fac

- ared from the patient’s own blood free of an

. Wiifcations. The PRF clot forms a strong natural fibrin matrix,
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cation, case of application, minimal expense, and lack of biochemical

= ",I'Cljil L L]

) "'15e Oi t

. L] ldL Ll 1 b W i L] §

el hovine thrombin or anticoagulant is required). This considerably reduces the

. )0

=aation (MO

ficatic

nll)dl . n‘\ ¥ Y oW ‘l.! L] l'I k| i y i ] & L
- A% WO sks associated with the use of bovine«derived

1 pandling of blood as well as Ti8KE;85300)AL¢

- shemiCal B =

pioche

lso contains plwsinlugicullv available thrombin that results in slow

.. PRF als0 COTHNAIES -

bil. PR

throm * | | . . .
. of fibrinogen Into fibrin which results in a physiologic architecture that 15

zation C &

poi

ad healing. It1s advantageous than autogenous graft also because an autografl
. le I(] Vﬁ':]ll - -
mmrab

» and procedure. Thus PRE has emerged as one of the promising

; y mwrenaration®” S e followed to obtain proper quantity and
\ tandard protocol for PRE preparation™ should be It AN

ity of the fibrin matrix leukocytes, platelets, and growth factors, PRI preparation requires
quality O X, _

. : « nntient’s med wubital vein
¥ Y s of . collected from the patient's median cu
pC-02 table centrifuge. A sample of blood is coll I

| | - | dintely centrifuged at o
rom the cubital fossa in 10 ml tubes without anti-coagulant and immediately centritug

Tl | ocess. whe , els 1 contact
rate of 3000 rpm for 10 min. During the centrifugation process, when the blood pef

| ' v initioti *conpulation cascade.
with the test tube wall the platelet gets activated leading to the initiation 01 COREN

After centrifugation, the resultant product consists of three layers.

| laeman). PRI clot in the middle and
The topmost layer consisting of acellular PPP (platelet poo! plasma), PRI ¢ [

* . nantelf i ts romoved from
RBCs at the bottom of the test tube. The fibrin clot obtained aftel centrifugation

and discarded. PRIT can also 1y¢

the " t. '
e and the attached red blood cells seraped off from it

* v 1brin ¢lot,
epared in the in the fibrin el

' . ¥ . ' “i ' l
form of a membrane by squeezing out the [luids presen
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il sclans At /7 sed {or the reatment
& months, where PRF membrane along with laterally displaced fiap was u bed for the s

| i solated recession defect.

v ation exhibite ket reduction and gain in clinical
g o1 41 observed that PRF application exhibited pocket reduction and g

—

| arhi nsily 1 e treated delects.,
Wachment along with increased postoperative radiograpnic density in the treated def

>

] J # ’ o ir” " Y > -'-'r't .-"..I' “,l-r.:_‘:l
samioopa P et 41 found significant reduction in PPD and CAL gain in the treatmen of ging

i

eession i | ol alini a0 reopening. ? omplete
ewon with grafied sites showing rapid clinical healing, no flap reopening, and comp

¢ verage of root with excellent tissue contour and color

AL INDEX (py),

1{[’ " , i ) :
._ Ader wag fecorded 1o observe the patient level of plaque control. The clinical parameters

*of Group and Group B 4t 3 months and 6 months are discussed as follows: the mean

[
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L e TWO JIOVPS. with Uroup A having significant feduction i py
g
ebaction i Pl was found to be statistically significant between baseline to 3
months,

Sae 10 S moaths = both Foupe Howgver, there was O significant -
reduction in

s 1 monthn 10 & monthe post opeerativ ety

i ﬂn“ﬂ‘mwmm”!m‘m“mmmmwm

A ' 1 u'm

e, B revowion Gipeh @ Covup A wan 1 6000 78 which reduced 10 0162036 & 3

m‘%”dw“.ﬁm

e
| I |
i

TR i recession depth i Group A was 1434077 after 3 months and 3362081
1 ‘m‘hGWE«Mhﬂm-lmelﬁl-ﬁd
, llt‘m.hummﬁnmhm

i
o

h"“m.&qlmnﬁﬁ_hmﬂuh
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DISCUSSION

<CTG and ADM in the treatment of localized gingival recession of

are(
92 compd!

' \ - . YT YT o ; : J BN 8

4 1] type and found ADM compared favorably with SCTG in reduction in

b o | Ol -

w 135 | M

: ichis ccordance with ou findings.
which &

o depth

1‘IUHL

) A% concluded that sub-pedicle connective tissue graft and sub-pedicle ADM

sch 2

by H
A

. n terms of defect coverage, keratinized gingival gain, attachment

p reduction in recession depth was found to be statistically significant in both groups
P : -grou .

b baseline to 3 months and baseline to 6 months. There was no significant change in
from

mign depth from 3 months to 6 months in both groups.

";",,. < RI¥ concluded that while short-term (mean 12.3 to 13.2 weeks) mean root coverage with

ADM was found to be 93.4%; the long-term (mean 48.1 to 49.2 months) mean root coverage was
L

165.8% with only 32.0% remaining stable or improving over time.

Since this study has a short-term follow up period, long term results cannot be predicted with

tertainty,

3
DT

SECESSION WIDTH:

g m T ,
N reduction ip recession width was 3.23+0.65 after 3 months and 3.10+0.63 after 6

||||| hs ﬁfs
u
‘Bery in Group A. Similarly, in Group B the reduction in recession width was

I"

"3i0 65 o
nd
4 3.100.63 after 3 months and 6 months respectively. Although both groups

t

|i
eductlﬁ a & - L1 L]
Nin recession width from baseline, there was no statistically significant

Al
.
r
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o width whon both groups were compared whiol [« MMl o the findl
(i

i recession width was found to be statistically significant in both groups

+ months and 6 months, There was no significant ohange In recersion width
L) +

(00 months in both proups.
(1)

ol qumnnm I

Hzed controlled clintenl trinls for better tunderstanding of ity relevance

¢e (0 (reatment SUCCESS,

et PROBING DEPTH (PPD):

| reduction 1n pocket probing depth i Group A was 0.73:£0,67after 3 months and
fie medn |

--.-0 64 after 6 months of surgery. In Group B, pockel probing depth reduced as 0.73:40.77
60£0.0% | ‘

e months and 0,56:40.56 at 6 months post-operatively, When Group A was compared (0
[ : ' ‘e

| ;'“ Group A showed statistically significant coduction in PPD at 3 months and 6 months,
ZI"'.'__‘ ) "

f | ' o ‘ o significant change in pockel
15 i contrast with the findings of Woodyard J** who found no sig

] | 3 Tt one or in
bing depth when comparing treatment outcomes UsHig coronally positioned flap al

mbination with ADMA for gingival root coverage.

| - : ron fine to 3 months and 0
figroup reduction fn PPD was significant in both groups from baseline |

g in both groups.
WS No significant reduction was seen between 3 months to 6 months | B

NICAL ATTACHMENT LEVEL (CAL):

4,130,
b ‘ l'uduulon in CAL in Group A was 4. 260,79 after 3 months and

er 3 months and 2.23:0. 00 at 6

ot gy, Group B, CAL reduced as 2.46£1.12 of
:I 55

e ISCUSSION

' ! - U ‘
oview Dby ( hambrone et al™ hay suggested the inclusion of width of

» "' Jﬂ _ﬁll
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When Group A Was compared to Group B, Group A showed

AL at 3 months and 6 months.

R% and Paolantonio M? have shown similar results with
h‘:lnﬂr

their studies on treatment of gingival recession using xenogenous
In

\1°7 and Abou-Arraj RV have shown non-significant changes in

] recession using SCTG vs ADMA and ADMA vs Puros Dermis

-'-:n OF KERATIN]ZED GINGIVA (KG):
| d 2.46+0.71 after 6 months

ean change 10 KG in Group A was 7 46+0.71 after 3 months an
hem

+0.49 after 3 months and 0.43+0.49 at 6 months

’ r pery. In Group B, KG changed to 0.43%

P imificant gain in KG at 3 months and 6 months.

I tudies in a meta-
§ " giin in KG in Group A is similar to the results reported by tWO S

47
s | ' nd Barker et al®
Wietal™, favoring the root coverage achieved by ADM, a

“iNIzed tissye using Puros Dermis as well.

[

'["-i‘ Up gain in KG was significant in both groups tro

fl I"n

Change In KG was seen between 3 months and 6 months post-
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CONCLUSION

s 6 month long clinical study, it can be concluded that though both

an be used successfully to treat gingival recession, Puros

i superior results when the two are compared.
r

d L-PRF have certain advantages over older techniques in that they
an

ndle, can treat multiple sites, do not require a second surgical

< a short time (<60 sec) to rehydrate before it can be used, and Puros
uires
tenal %

.« reated S1t€S demonstrated better esthetics.
, | it | Ve | well as
| . . dictable, but it is the cost effective option, as
PR sites can be unpre
. 1-PRF reated

resolve persistent gingival inflammation.

studies may provide evidence for L- PRF matrix’s capacity for and

gurther histologic

coact on wound healing, soft tissue reconstruction and augmentation procedures.
jmpact ofl, ‘ |

- ' ' 10od of six
The limitations of this study were I1s small sample size and short follow up period
ne

F ger sample size and long-term follow-up

m w ths. Further studies are necessary with lar

. | re it
seriod to validate the results and for further insight into the use of and also to compa

H recent advances in this field.
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BABU BANARASI DAS COLLEGE OF DENTAL SCIENCES
(FACULTY OF BBD UNIVERSITY), LUCKNOW

INSTITUTIONAL RESEARCH COMMITTEE APPROVAL

The prosec! ttled Comparative evaluation of the effectiveness of
Acellular Dermal Matrix with Leukocyte and Platelet Rich Fibrin in the
treatment of localized gingival recession: A Clinical Study submitted
by Dr. Iman Baig Post graduate student from the Department of
Pericdontics as part of MDS Curriculum for the academic year 2015-2018
with the Accompanying proforma was reviewed by the institutional research
commities present on 23™ and 24" February 2016 at 8BDCODS. The
Committes has granted approval on the scientific content of the project.
1he proposal may now be reviewed by the institutional ethics committee for

grenting ethical approval.

\
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Prof. (Dr).Vivek Govila

e DEAN
D 2ge of Dendal Sciences
I'? SOD Umwersity
: Fcahad Road Lucknow-22602F
Chairperson Institutional Research Committee
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prinelpal T estigators D T Didg Depariment: Merlodontology
Name anil Address of the tastitution: DBD College of Dental Selences Lucknow,

Type of wuhmlastont New, MDS I'roject Protlocol

Denr D Iman g,

1he [rstitutional Fihies Sub-Commitiee meeting comprising following four members was held on 07"

Dy, Lokshmi Daln I'rol. and Head, Department of Diochemistry, BDDCODS,
I Member Secrelary Lucknow
Dr. Narendrn Kumar I'rof., Department of Prosthodontics, BBDCODS,
b Uupla Lucknow
Member
3. Smita Govila eader, Department ul’tnnuwntlv: Dentistry,
). Membet DODCODS, Lucknow
'} Dr. Subhiash Singh Leader, Depariment of Pedodonlics, BBDCODS, Lucknow

The committee reviewed and discussed your submitied documents of the current MDS Project Protocol

in the meeting.
i The proposal was reviewed, commenis were communicated 1o P1 thereafler it was revised,

Declsions: The commlitiee npproved the above protocol from ethies point of view.

. Forwarded by:
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(Dr. Lakshml Dala)_ = \ (Dr. Yivek Govlln)
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participant Information Document (P1)

Bubu Banarast Das College of Dental Selences

(A constituent institution of Babu Banarasi Day University)

gD City, Falzabad Road, Lucknow - 227105 (INDIA)

, stdy Tit¢ i .
ative svaluation of the effectiveness of Acellular Dermal Matrix with
Compd

[ eukoeyte-A
Recession: A Clinical Study

2, In

ad Platelet-Rich Fibrin in the treatment of Localized Gingival

yitation Paragraph

you are being invited to take part in a research study, it therefore is important for you

o understand why the study 15 being done and what it will involve, Please take time

o read the following information carefully. Ask us for any clarifications or further

- (nformation. Whether or not you wish to take part is your decision.

3, What is the purpose of the study?

A The purpose of study is to find out whether acellular dermal matrix allograft of PRF is

etter in treating localized gingival recession.

4. Why have I been chosen?

You have been chosen for this study as you are fulfilling the required criteria for the

diseased condition.

5 Dolhave to take part?
Your participation in the research is entirely voluntary. If you do, you will be given

5 | s Information sheet to keep and will be asked to sign a consent form, During the

- *Wdy you still are free to withdraw at any time and without giving a reason.
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e if I take part?

peﬂ to m - '
yhat will hap ¢ months and you will be recalled 3 times; first at the time of
- . for Yy
. b udy will 1ast hs and 6 months after surgery as a periodic recall.
This mon |
. Thge " and then 3 flap SUrgery along with placement of allograft and a graft like
| proc"'d"; reparc from your owh bloo
jal P
T
e to dO? . . v ;
1 what do 1 hav x—_—— regular lifestyles for the investigation of the study. This
| to ch |
you do 10 have if.sponsored by the candidate. You do not have to pay for any
dyiSSe g
ocedures involve

cedure that is being tested?

ingiva using acellular dermal matrix allograft and PRF in the
-

t of locall gingival recession 1s being tested.
treatment O

aterventions for the study?

re the -
N fferent concentration of herbal mouthwashes,

The study includes treatment with di

chlorhexidine along with scaling and root planing.

0. What are the side effects of taking part?

~  There are no side effects on patients of this study.

' i 4
11, What are the possible disadvantages and risks of taking par

1 - s study.
~ There are no possible disadvantages for the patients of this study

12 What are the possible benefits of taking part?

~ Your diseased condition will be eliminated efficiently.

3. What if new information becomes available?
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aﬂd then 3 monlhs and 6 monlhs aflcr Surg‘ ' g% of
ry

| Jast for 6 months and you will be rec

. ludes flap surgery along with placeme , ‘
rocedure i1 vracement of allograft ang 4 gran 1
prcpt“'ed from your own blood.

ma(erial

. What do I have to do

you donot have to change your regular lifestyles for the

ese

INVestigation of the study, This

arch study 18 self-sponsored by the candidate. You do not have to pay f
ay for any

pmccdures involved.

g, What is the procedure that is being tested?

Formation of new gingiva using acellular dermal matrix allograft and PRF ;
In

| . - the
reatment of localized gingival recession is being tested.

9, What are the interventions for the study?

The study includes treatment with different concentration of herbal mouthwashes

chlorhexidine along with scaling and root planing,

10. What are the side effects of taking part?

There are no side effects on patients of this study.

L. What are the possible disadvantages and risks of taking part?

There are no possible disadvantages for the patients of this study.

1 : .
YZ What are the possible benefits of taking part?
Ourdiseased condition will be eliminated efficiently.

13, What i :
hat if ney Information becomes available?

fadditiong ; .
o 'onal information becomes available during the course of the research you will be
Id aboy; these and

l

ell you are free to discuss it with your researcher, your researcher will
YOU weather you

want to continue in the study. If you decide to withdraw, your
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Aawal, 11 yoy oot 1 gy
o ked o siEnan updated consent fopy,

rwl" ke ATTANEEMentE for your withy
i o

: L wulﬂny
Sl

W iy (130

W i appens when the vesearch study stopy?
Jat

ady Bmps/l\nlshcs before the stipulated thine,
!

: s Wil e Xt 10 11y
I

comething goes wrong?
[verse event oceurs, or something goes wrong durfng the wtudy, the

handled by reporting to the institation (), and 11

16, Wil my aking part in this study be keptconfidentinl?
10, '

yes ft will be kept confidential

: 17, what will happen (o (he results of the research study?
the results of the study may be used to provide data of the pertodontal health status and

 reatment aeeds in this region of India for planning of further large seale studies, Your
LU

identity will be kept confidential in case of any report/publications,

18, Who Is organizing the resenrch?
This research study is self -sponsored by the candidate. You do not have to pay for any

procedures involved.

,E.Wlll the results of the study be made available after study Is over?

Yos,
g

0 m"‘ ’ﬁ*hu reviewed the study?
lm Imn reviewed and approved by the

Head of the Department and the 1EC of
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Consent Form (English)

L 1
wett
ot

Phone NO. and e-mail address.............

| I confirm that [ have read and understood the Participant [nformation Document
dated ....-... for the above study and have had the Opportunity to ask questions. :)R I
~ have been explained the nature of the study by the [nve*.s?tigamr and had the
opportunity to ask questions.
~ 2. [ understand that my participation in the study is voluntary and that I am free to
withdraw at any time, without giving any reason and without my medical care or
legal rights being affected.
- 3. lunderstand that the sponsor of the project, others working on the Sponsor's behalf
the Ethics Committee and the regulatory authorities will not nesd my permission o
- look at my health records both in respect of the current study and any further
research that may be conducted in relation to it, even if | withdraw fmm.the tnal.
However, I understand that my Identity will not be revealed in anv information
released to third parties or published. :

[ agree not to restrict the use of any data or results that arise from this study
provided such a use is only for scientific purpose(s). ‘
[ permit the use of stored sample (tooth/tissue/blood) for future research.

e lYEl:le]t | F‘Io | ‘] Not Applicable [ |

| Cﬁmplicatﬂi Fammpat'e in the abc:ve study. I have been explained about the

. ons and side effects, if any, and have fully understood them. I_have: also
Nd understood the participant/volunteer’s Information document given to me.

Signagy

SHAllre (o _ ]

| (O Thum impression) of the Subject/Legally Acceptable

. 78
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APPENDI-NT
CORMULA USED FOR STATISTRCAL ANALYSES
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. :rrD(XJ'xl)2+sum(Xi"‘2)2]/ (ni#+n2-2)

ﬁll'ed t-test

pgired sample t-test is a statistical technique that i's_ used to com

pare two population
means in the case of two samples that are correlated. Paired sample t-test ispused in
‘be ore-after’ studies, or when the samples are the matched pairs, or when it is a case-

control study. For example, if we give training to a company employee and we want to
il"." ‘whether or not the training had any impact on the efficiency of the employee, we
could use the paired sample test.. We collect data from the employee on a seven ;cale
ating, before the training and after the training. By using the paired sample t-test, we
aan statistically conclude whether or not training has improved the efficiency of the

employee. In medicine, by using the paired sample t-test, we can figure out whether or
nota particular medicine will cure the illness.

t=disqrt(s*/n)

TS

Jﬂﬁu d is the mean difference between two samp]ps, s? is the sample variance, n is
the sample size and t is a paired sample t-test with n-1 degrees of freedom.
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