Cinahl via EBSCO 16 December 2019
Title: Practices to improve detection of perineal tears and women’s views and experiences of
healthcare providers following sustained perineal tear

Search terms Items

found

Population:

1.

(MH "Childbirth+") OR (MH "Childbirth Education") OR (MH "Delivery, Obstetric+") OR (MH 112729
"Gynecologic Examination") OR (MH "Labor") OR (MH "Labor Stages") OR (MH "Maternal Health

Services+") OR (MH "Midwifery+") OR (MH "Midwives+") OR (MH "Midwife Attitudes") OR (MH

"Obstetric Care+") OR (MH "Obstetric Nursing") OR (MH "Obstetrics") OR (MH "Prepared

Childbirth")

Tl birth OR Tl ( (antenatal OR "birth attendant*" OR "birth center*" OR "birth clinic*" OR "birthing 169591
center*" OR "birthing unit*" OR "child birth*" OR "child deliver*" OR childbirth OR confinement OR
"delivery care" OR "delivery room*" OR "delivery services" OR "facility-based birth*" OR "facility-
based deliver*" OR "hospital birth center*" OR "hospital birthing" OR "hospital deliver*" OR "in-
hospital birth*" OR intrapartum OR "institutional deliver*" OR "instrumental deliver*" OR labour
OR labor OR "maternal care" OR "maternal child health centers" OR "maternal-child health
centers" OR "maternal health care" OR "maternal health service*" OR "maternity care" OR
"maternity hospitals" OR "maternity ward*" OR "maternal service*" OR midwife OR "midwifery
care" OR midwives OR nulliparous OR obstetric* OR parturient®* OR parturition OR "perinatal care"
OR "perinatal healthcare" OR "post-delivery" OR postpartum OR "pregnant women" OR primiparas
OR primiparity OR primiparous OR "vaginal birth*" OR "vaginal deliver*") ) OR AB ( (antenatal OR
"birth attendant*" OR "birth center*" OR "birth clinic*" OR "birthing center*" OR "birthing unit*"
OR "child birth*" OR "child deliver*" OR childbirth OR confinement OR "delivery care" OR "delivery
room*" OR "delivery services" OR "facility-based birth*" OR "facility-based deliver*" OR "hospital
birth center*" OR "hospital birthing" OR "hospital deliver*" OR "in-hospital birth*" OR intrapartum
OR "institutional deliver*" OR "instrumental deliver*" OR labour OR labor OR "maternal care" OR
"maternal child health centers" OR "maternal-child health centers" OR "maternal health care" OR
"maternal health service*" OR "maternity care" OR "maternity hospitals" OR "maternity ward*" OR
"maternal service*" OR midwife OR "midwifery care" OR midwives OR nulliparous OR obstetric*
OR parturient® OR parturition OR "perinatal care" OR "perinatal healthcare" OR "post-delivery" OR
postpartum OR "pregnant women" OR primiparas OR primiparity OR primiparous OR "vaginal
birth*" OR "vaginal deliver*") )

3.

10R2 219198

Population:

4.

(MH "Episiotomy") OR (MM "Perineum Injuries") OR (MH "Tears and Lacerations") 4007

5.

Tl (laceration* OR perineal OR perineum OR tear OR tears) 7642

6.

TI( ("anal sphincter injur*" OR "anal trauma" OR "childbirth injur*" OR "delivery rupture*" OR 4266
episiotomies OR episiotomy OR "genital tract injur*" OR "genital tract trauma" OR "genital tract
rupture*" OR "intact perineum" OR "levator ani" OR "levator trauma" OR "maternal lacerations"
OR OASI OR OASIS OR "obstetric laceration*" OR "pelvic floor injur*" OR "pelvic floor problem*"
OR "pelvic floor trauma*" OR "perineal damage*" OR "perineal body injur*" OR "perineal integrity"
OR "perineal laceration*" OR "perineal lesion*" OR "perineal management" OR "perineal
outcome*" OR "perineal prevention" OR "perineal rupture*" OR "perineal tear*" OR "perineal
trauma" OR "rectal mucosa injury" OR "rectal injur*" OR "sphincter disruption" OR "sphincter
rupture*" OR "sphincter injur*" OR "sphincter muscle injur*" OR "sphincter tear*" OR "sphincter
damage*" OR "sphincter trauma" OR "sphincter laceration*" OR "sphincter lesion*" OR "vaginal
laceration*" OR "vaginal tear*" OR "vaginal rupture*" OR "vulvo-perineal trauma*") ) OR AB (
("anal sphincter injur*" OR "anal trauma" OR "childbirth injur*" OR "delivery rupture*" OR
episiotomies OR episiotomy OR "genital tract injur*" OR "genital tract trauma" OR "genital tract
rupture*" OR "intact perineum" OR "levator ani" OR "levator trauma" OR "maternal lacerations"
OR OASI OR OASIS OR "obstetric laceration*" OR "pelvic floor injur*" OR "pelvic floor problem*"
OR "pelvic floor trauma*" OR "perineal damage*" OR "perineal body injur*" OR "perineal integrity"
OR "perineal laceration*" OR "perineal lesion*" OR "perineal management" OR "perineal
outcome*" OR "perineal prevention" OR "perineal rupture*" OR "perineal tear*" OR "perineal
trauma" OR "rectal mucosa injury" OR "rectal injur*" OR "sphincter disruption" OR "sphincter
rupture*" OR "sphincter injur*" OR "sphincter muscle injur*" OR "sphincter tear*" OR "sphincter
damage*" OR "sphincter trauma" OR "sphincter laceration*" OR "sphincter lesion*" OR "vaginal
laceration*" OR "vaginal tear*" OR "vaginal rupture*" OR "vulvo-perineal trauma*") ) OR SU (
("anal sphincter injur*" OR "anal trauma" OR "childbirth injur*" OR "delivery rupture*" OR




episiotomies OR episiotomy OR "genital tract injur*" OR "genital tract trauma" OR "genital tract
rupture*" OR "intact perineum" OR "levator ani" OR "levator trauma" OR "maternal lacerations"
OR OASI OR OASIS OR "obstetric laceration*" OR "pelvic floor injur*" OR "pelvic floor problem*"
OR "pelvic floor trauma*" OR "perineal damage*" OR "perineal body injur*" OR "perineal integrity"
OR "perineal laceration*" OR "perineal lesion*" OR "perineal management" OR "perineal
outcome*" OR "perineal prevention" OR "perineal rupture*" OR "perineal tear*" OR "perineal
trauma" OR "rectal mucosa injury" OR "rectal injur*" OR "sphincter disruption" OR "sphincter
rupture*" OR "sphincter injur*" OR "sphincter muscle injur*" OR "sphincter tear*" OR "sphincter
damage*" OR "sphincter trauma" OR "sphincter laceration*" OR "sphincter lesion*" OR "vaginal
laceration*" OR "vaginal tear*" OR "vaginal rupture*" OR "vulvo-perineal trauma*") )
7. 4-6(OR) 12790
Combined sets/Limits

8. 3 AND 7 Limiters - Peer Reviewed; Language: Danish, English, Norwegian, Swedish 2564

The search result, usually found at the end of the documentation, forms the list of abstracts.

AB = Abstract

AU = Author

DE = Term from the thesaurus

MM = Major Concept

Tl = Title

TX = All Text. Performs a keyword search of all the database's searchable fields
ZC = Methodology Index

* = Truncation

“*“ = Citation Marks; searches for an exact phrase

Cochrane Library via Wiley 14 October 2020 (CDSR, Trials)
Title: Practices to improve detection of perineal tears and women’s views and experiences of
healthcare providers following sustained perineal tear

Search terms Items found

Population:

1. [mh "Birthing Centers"] OR [mh "Delivery Rooms"] OR [mh A"Delivery, Obstetric"] OR [mh 7784
"Extraction, Obstetrical"] OR [mh "Gynecological Examination"] OR [mh "Labor, Induced"] OR
[mh "Vaginal Birth after Cesarean"] OR [mh A"Labor, Obstetric"] OR [mh "Labor Stage, Second"]
OR [mh "Maternal-Child Health Centers"] OR [mh "Maternal Health Services"] OR [mh Midwifery]
OR [mh "Nurse Midwives"] OR [mh A"Obstetric Labor Complications"] OR [mh A"Obstetric
Surgical Procedures"] OR [mh Obstetrics] OR [mh Parturition] OR [mh Parity] OR [mh "Perinatal
Care"] OR [mh "Postpartum Period"] OR [mh "Prenatal Care"]
birth:ti 5082

(antenatal OR "birth attendant*" OR "birth center*" OR "birth clinic*" OR "birthing center*" OR 44990
"birthing unit*" OR "child birth*" OR "child deliver*" OR childbirth OR confinement OR "delivery
care" OR "delivery room*" OR "delivery services" OR "facility-based birth*" OR "facility-based
deliver*" OR "hospital birth center*" OR "hospital birthing" OR "hospital deliver*" OR "in-
hospital birth*" OR intrapartum OR "institutional deliver*" OR "instrumental deliver*" OR labour
OR labor OR "maternal care" OR "maternal child health centers" OR "maternal-child health
centers" OR "maternal health care" OR "maternal health service*" OR "maternity care" OR
"maternity hospitals" OR "maternity ward*" OR "maternal service*" OR midwife OR "midwifery
care" OR midwives OR nulliparous OR obstetric* OR parturient* OR parturition OR "perinatal
care" OR "perinatal healthcare" OR "post-delivery" OR postpartum OR "pregnant women" OR
primiparas OR primiparity OR primiparous OR "vaginal birth*" OR "vaginal deliver*"):ti,ab,kw

4. 1-3 (OR) 49214
Population:
5. (Imh Perineum] OR [mh Rectum] OR [mh "Anal Canal"] OR [mh "Pelvic Floor"]) AND ([mh /INJOR 199
[mh Lacerations])
6. [mh Episiotomy] 261
7. (laceration* OR perineal OR perineum OR tear OR tears):ti 2434
(("first degree" OR "second degree" OR "third degree" OR "fourth degree") AND (tear* OR 238

laceration* OR rupture*)):ti,ab,kw




9. ("anal sphincter injur*" OR "anal trauma" OR "childbirth injur*" OR "delivery rupture*" OR 1906
episiotomies OR episiotomy OR "genital tract injur*" OR "genital tract trauma" OR "genital tract
rupture*" OR "intact perineum" OR "levator ani" OR "levator trauma" OR "maternal lacerations"
OR OASI OR OASIS OR "obstetric laceration*" OR "pelvic floor injur*" OR "pelvic floor problem*"
OR "pelvic floor trauma*" OR "perineal damage*" OR "perineal body injur*" OR "perineal
integrity" OR "perineal laceration*" OR "perineal lesion*" OR "perineal management" OR
"perineal outcome*" OR "perineal prevention" OR "perineal rupture*" OR "perineal tear*" OR
"perineal trauma" OR "rectal mucosa injury" OR "rectal injur*" OR "sphincter disruption" OR
"sphincter rupture*" OR "sphincter injur*" OR "sphincter muscle injur*" OR "sphincter tear*" OR
"sphincter damage*" OR "sphincter trauma" OR "sphincter laceration*" OR "sphincter lesion*"
OR "vaginal laceration*" OR "vaginal tear*" OR "vaginal rupture*" OR "vulvo-perineal trauma*")

10. 5-9 (OR) 4038
Combined sets
11. 4 AND 10 with Cochrane Library publication date from Jan 1990 to Dec 2019 CDSR/140
Trials/1145

The search result, usually found at the end of the documentation, forms the list of abstracts.

:au = Author

MeSH = Term from the Medline controlled vocabulary, including terms found below this term in the MeSH hierarchy
this term only = Does not include terms found below this term in the MeSH hierarchy

:ti = title

:ab = abstract

:kw = keyword

* = Truncation

““ = Citation Marks; searches for an exact phrase

CDSR = Cochrane Database of Systematic Review

CENTRAL = Cochrane Central Register of Controlled Trials, “trials”
CRM = Method Studies

DARE = Database Abstracts of Reviews of Effects, “other reviews”
EED = Economic Evaluations

HTA = Health Technology Assessments



Embase via Elsevier 14 October 2020
Title: Practices to improve detection of perineal tears and women’s views and experiences of

healthcare providers following sustained perineal tear

Search terms Items
found

Population:

1. ('perineum'/exp OR 'perineum' OR 'pelvis floor'/exp OR 'pelvis floor') AND (injuries:ti,ab,kw OR 2401
lacerations:ti,ab,kw OR tears:ti,ab,kw)
2. ("anal sphincter injur*" OR "anal trauma" OR "childbirth injur*" OR "delivery rupture*" OR 16571

episiotomies OR episiotomy OR "genital tract injur*" OR "genital tract trauma" OR "genital tract
rupture*" OR "intact perineum" OR "levator ani" OR "levator trauma" OR "maternal lacerations"
OR OASI OR OASIS OR "obstetric laceration*" OR "pelvic floor injur*" OR "pelvic floor problem*" OR
"pelvic floor trauma*" OR "perineal damage*" OR "perineal body injur*" OR "perineal integrity" OR
"perineal laceration*" OR "perineal lesion*" OR "perineal management" OR "perineal outcome*"
OR "perineal prevention" OR "perineal rupture*" OR "perineal tear*" OR "perineal trauma" OR
"rectal mucosa injury" OR "rectal injur*" OR "sphincter disruption" OR "sphincter rupture*" OR
"sphincter injur*" OR "sphincter muscle injur*" OR "sphincter tear*" OR "sphincter damage*" OR
"sphincter trauma" OR "sphincter laceration*" OR "sphincter lesion*" OR "vaginal laceration*" OR
"vaginal tear*" OR "vaginal rupture*" OR "vulvo-perineal trauma*"):ti,ab,kw

3. 'episiotomy'/exp 4879

4. 1-3 (OR) 18456
Population:

5. 'physical examination'/exp OR 'obstetric delivery'/exp OR 'childbirth'/exp OR 'obstetric 1378368

procedure'/exp OR 'obstetrician'/de OR 'gynecological examination'/exp OR 'obstetrics'/exp

6. ("Birthing Centers" OR "Delivery Rooms" OR "Delivery, Obstetric" OR "Extraction, Obstetrical" OR 144640
"Gynecological Examination" OR "Labor, Induced" OR "Vaginal Birth after Cesarean" OR "Labor,
Obstetric" OR "Labor Stage, Second" OR "Maternal-Child Health Centers" OR "Maternal Health
Services" OR "Midwifery" OR "Nurse Midwives" OR "Obstetric Labor Complications" OR "Obstetric
Surgical Procedures" OR "Obstetrics" OR "Parturition" OR "Parity" OR "Perinatal Care" OR
"Postpartum Period" OR "Prenatal Care"):ti,ab

7. (antenatal OR "birth attendant*" OR "birth center*" OR "birth clinic*" OR "birthing center*" OR 538329
"birthing unit*" OR "child birth*" OR "child deliver*" OR childbirth OR confinement OR "delivery
care" OR "delivery room*" OR "delivery services" OR "facility-based birth*" OR "facility-based
deliver*" OR "hospital birth center*" OR "hospital birthing" OR "hospital deliver*" OR "in-hospital
birth*" OR intrapartum OR "institutional deliver*" OR "instrumental deliver*" OR labour OR labor
OR "maternal care" OR "maternal child health centers" OR "maternal-child health centers" OR
"maternal health care" OR "maternal health service*" OR "maternity care" OR "maternity
hospitals" OR "maternity ward*" OR "maternal service*" OR midwife OR "midwifery care" OR
midwives OR nulliparous OR obstetric* OR parturient* OR parturition OR "perinatal care" OR
"perinatal healthcare" OR "post-delivery" OR postpartum OR "pregnant women" OR primiparas OR
primiparity OR primiparous OR "vaginal birth*" OR "vaginal deliver*"):ti,ab,kw

8.  6-8(OR) 1607455

Combined sets/Limits:

9. 5 AND 9 AND [embase]/lim NOT [medline]/lim AND ([danish]/lim OR [english]/lim OR 3966
[norwegian]/lim OR [swedish]/lim) AND [1990-2020]/py

The search result, usually found at the end of the documentation, forms the list of abstracts.

/de=Term from the EMTREE controlled vocabulary

/exp= Includes terms found below this term in the EMTREE hierarchy
/mj = Major Topic

:ab = Abstract

:au = Author

:ti = Article Title

:ti:ab = Title or abstract

* = Truncation

“*“ = Citation Marks; searches for an exact phrase



Psycinfo via EBSCO 14 October 2020
Title: Practices to improve detection of perineal tears and women’s views and experiences of
healthcare providers following sustained perineal tear

Search terms

Population:

Items
found

1.

DE "Birth" OR DE "Birth Injuries" OR DE "Birth Trauma" OR DE "Childbirth Training" OR DE
"Gynecologists" OR DE "Labor (Childbirth)" OR DE "Midwifery" OR DE "Obstetrical
Complications" OR DE "Obstetricians" OR DE "Obstetrics" OR DE "Perinatal Period" OR DE
"Physical Examination"

17602

SU ( "Birthing Centers" OR "Delivery Rooms" OR "Delivery, Obstetric" OR "Extraction,
Obstetrical" OR "Gynecological Examination" OR "Labor, Induced" OR "Vaginal Birth after
Cesarean" OR "Labor, Obstetric" OR "Labor Stage, Second" OR "Maternal-Child Health Centers"
OR "Maternal Health Services" OR "Midwifery" OR "Nurse Midwives" OR "Obstetric Labor
Complications" OR "Obstetric Surgical Procedures" OR "Obstetrics" OR "Parturition" OR
"Parity" OR "Perinatal Care" OR "Postpartum Period" OR "Prenatal Care" ) OR MA ( "Birthing
Centers" OR "Delivery Rooms" OR "Delivery, Obstetric" OR "Extraction, Obstetrical" OR
"Gynecological Examination" OR "Labor, Induced" OR "Vaginal Birth after Cesarean" OR "Labor,
Obstetric" OR "Labor Stage, Second" OR "Maternal-Child Health Centers" OR "Maternal Health
Services" OR "Midwifery" OR "Nurse Midwives" OR "Obstetric Labor Complications" OR
"Obstetric Surgical Procedures" OR "Obstetrics" OR "Parturition" OR "Parity" OR "Perinatal
Care" OR "Postpartum Period" OR "Prenatal Care" )

13290

Tl birth

10694

Tl ( (antenatal OR "birth attendant*" OR "birth center*" OR "birth clinic*" OR "birthing
center*" OR "birthing unit*" OR "child birth*" OR "child deliver*" OR childbirth OR
confinement OR "delivery care" OR "delivery room*" OR "delivery services" OR "facility-based
birth*" OR "facility-based deliver*" OR "hospital birth center*" OR "hospital birthing" OR
"hospital deliver*" OR "in-hospital birth*" OR intrapartum OR "institutional deliver*" OR
"instrumental deliver*" OR labour OR labor OR "maternal care" OR "maternal child health
centers" OR "maternal-child health centers" OR "maternal health care" OR "maternal health
service*" OR "maternity care" OR "maternity hospitals" OR "maternity ward*" OR "maternal
service*" OR midwife OR "midwifery care" OR midwives OR nulliparous OR obstetric* OR
parturient®* OR parturition OR "perinatal care" OR "perinatal healthcare" OR "post-delivery" OR
postpartum OR "pregnant women" OR primiparas OR primiparity OR primiparous OR "vaginal
birth*" OR "vaginal deliver*") ) OR AB ( (antenatal OR "birth attendant*" OR "birth center*" OR
"birth clinic*" OR "birthing center*" OR "birthing unit*" OR "child birth*" OR "child deliver*"
OR childbirth OR confinement OR "delivery care" OR "delivery room*" OR "delivery services"
OR "facility-based birth*" OR "facility-based deliver*" OR "hospital birth center*" OR "hospital
birthing" OR "hospital deliver*" OR "in-hospital birth*" OR intrapartum OR "institutional
deliver*" OR "instrumental deliver*" OR labour OR labor OR "maternal care" OR "maternal
child health centers" OR "maternal-child health centers" OR "maternal health care" OR
"maternal health service*" OR "maternity care" OR "maternity hospitals" OR "maternity
ward*" OR "maternal service*" OR midwife OR "midwifery care" OR midwives OR nulliparous
OR obstetric* OR parturient* OR parturition OR "perinatal care" OR "perinatal healthcare" OR
"post-delivery" OR postpartum OR "pregnant women" OR primiparas OR primiparity OR
primiparous OR "vaginal birth*" OR "vaginal deliver*") )

69080

5.

1-4 (OR)

87664

Population:

6.

SU ( ("Perineum" OR Rectum OR Anal Canal OR "Pelvic Floor") ) AND TX ( injuries OR lacerations
OR tears)

74

SU Episiotomy

62

Tl (laceration* OR perineal OR perineum OR tear OR tears)

442

TX ("anal sphincter injur*" OR "anal trauma" OR "childbirth injur*" OR "delivery rupture*" OR
episiotomies OR episiotomy OR "genital tract injur*" OR "genital tract trauma" OR "genital
tract rupture*" OR "intact perineum" OR "levator ani" OR "levator trauma" OR "maternal
lacerations" OR OASI OR OASIS OR "obstetric laceration*" OR "pelvic floor injur*" OR "pelvic
floor problem*" OR "pelvic floor trauma*" OR "perineal damage*" OR "perineal body injur*"
OR "perineal integrity" OR "perineal laceration*" OR "perineal lesion*" OR "perineal
management" OR "perineal outcome*" OR "perineal prevention" OR "perineal rupture*" OR
"perineal tear*" OR "perineal trauma" OR "rectal mucosa injury" OR "rectal injur*" OR

1315




"sphincter disruption" OR "sphincter rupture*" OR "sphincter injur*" OR "sphincter muscle
injur*" OR "sphincter tear*" OR "sphincter damage*" OR "sphincter trauma" OR "sphincter
laceration*" OR "sphincter lesion*" OR "vaginal laceration*" OR "vaginal tear*" OR "vaginal
rupture*" OR "vulvo-perineal trauma*")

10. 6-9 (OR) 1765

Combined sets/Limits

11. 5 AND 10 Limiters - Peer Reviewed; Language: Danish, English, Norwegian, Swedish 213

The search result, usually found at the end of the documentation, forms the list of abstracts.

AB = Abstract

AU = Author

DE = Term from the thesaurus

MM = Major Concept

Tl = Title

TX = All Text. Performs a keyword search of all the database's searchable fields
ZC = Methodology Index

* = Truncation

“* = Citation Marks; searches for an exact phrase

PubMed via NLM 14 October 2020
Title: Practices to improve detection of perineal tears and women’s views and experiences of healthcare
providers following sustained perineal tear

Search terms Items
found
Population:
1. "Birthing Centers"[Mesh] OR "Delivery Rooms"[Mesh] OR "Delivery, Obstetric"[Mesh:NoExp] OR 243697

"Extraction, Obstetrical"[Mesh] OR "Gynecological Examination"[Mesh] OR "Labor,
Induced"[Mesh] OR "Vaginal Birth after Cesarean"[Mesh] OR "Labor, Obstetric"[Mesh:NoExp] OR
"Labor Stage, Second"[Mesh] OR "Maternal-Child Health Centers"[Mesh] OR "Maternal Health
Services"[Mesh] OR "Midwifery"[Mesh] OR "Nurse Midwives"[Mesh] OR "Obstetric Labor
Complications"[Mesh:NoExp] OR "Obstetric Surgical Procedures"[Mesh:NoExp] OR
"Obstetrics"[Mesh] OR "Parturition"[Mesh] OR "Parity" [Mesh] OR "Perinatal Care"[Mesh] OR
"Postpartum Period"[Mesh] OR "Prenatal Care"[Mesh]

2. (antenatal[tiab] OR birth[ti] OR birth attendant*[tiab] OR birth center*[tiab] OR birth clinic*[tiab] 64159
OR birthing center*[tiab] OR birthing unit*[tiab] OR child birth*[tiab] OR child deliver*[tiab] OR
childbirth[tiab] OR confinement[tiab] OR delivery care[tiab] OR delivery room*[tiab] OR delivery
services[tiab] OR facility-based birth*[tiab] OR facility-based deliver*[tiab] OR hospital birth
center*[tiab] OR hospital birthing[tiab] OR hospital deliver*[tiab] OR in-hospital birth*[tiab] OR
intrapartum[tiab] OR institutional deliver*[tiab] OR instrumental deliver*[tiab] OR labour[tiab]
OR labor[tiab] OR maternal care[tiab] OR maternal child health centers[tiab] OR maternal-child
health centers[tiab] OR maternal health care[tiab] OR maternal health service*[tiab] OR
maternity care[tiab] OR maternity hospitals[tiab] OR maternity ward*[tiab] OR maternal
service*[tiab] OR midwife[tiab] OR midwifery care[tiab] OR midwives[tiab] OR nulliparous[tiab]
OR obstetric*[tiab] OR parturient*[tiab] OR parturition[tiab] OR perinatal care[tiab] OR perinatal
healthcare[tiab] OR post-delivery[tiab] OR postpartum[tiab] OR pregnant women[tiab] OR
primiparas[tiab] OR primiparity[tiab] OR primiparous[tiab] OR vaginal birth*[tiab] OR vaginal
deliver*[tiab]) NOT medline[sb]

3. 10R2 307808
Population:

4. ("Perineum"[Mesh] OR Rectum[MeSH] OR Anal Canal[MeSH] OR "Pelvic Floor"[Mesh]) AND 4701
(injuries[subheading] OR Lacerations[MeSH])

5. "Episiotomy"[Mesh] 2196

. laceration*[ti] OR perineal[ti] OR perineum[ti] OR tear[ti] OR tears[ti] 23683

7. ((first degree[tiab] OR second degree[tiab] OR third degree[tiab] OR fourth degree[tiab]) AND 1052
(tear*[tiab] OR laceration*[tiab] OR rupture*[tiab]))

8. anal sphincter injur*[tiab] OR anal trauma(tiab] OR childbirth injur*[tiab] OR delivery 21754

rupture*[tiab] OR episiotomies[tiab] OR episiotomy[tiab] OR genital tract injur*[tiab] OR genital
tract traumaltiab] OR genital tract rupture*[tiab] OR intact perineum([tiab] OR levator ani[tiab]




OR levator traumaltiab] OR maternal lacerations[tiab] OR OASI[tiab] OR OASIS[tiab] OR obstetric
laceration*[tiab] OR pelvic floor injur*[tiab] OR pelvic floor problem*[tiab] OR pelvic floor
trauma*[tiab] OR perineal damage*[tiab] OR perineal body injur*[tiab] OR perineal
integrity[tiab] OR perineal laceration*[tiab] OR perineal lesion*[tiab] OR perineal
management[tiab] OR perineal outcome*[tiab] OR perineal prevention[tiab] OR perineal
rupture*[tiab] OR perineal tear*[tiab] OR perineal traumaltiab] OR rectal mucosa injury[tiab] OR
rectal injur*[tiab] OR sphincter disruption[tiab] OR sphincter rupture*[tiab] OR sphincter
injur*[tiab] OR sphincter muscle injur*[tiab] OR sphincter tear*[tiab] OR sphincter damage*[tiab]
OR sphincter traumaltiab] OR sphincter laceration*[tiab] OR sphincter lesion*[tiab] OR vaginal
laceration*[tiab] OR vaginal tear*[tiab] OR vaginal rupture*[tiab] OR vulvo-perineal
trauma*[tiab]

9. 40R50R60R70R8 46636
Combined sets/Limits

10. 3 AND9 9377

11. 10 Filters activated: Publication date from 1990/01/01, Danish, English, Norwegian, Swedish 7077

12. Final set 7077

The search result, usually found at the end of the documentation, forms the list of abstracts.

[MeSH] = Term from the Medline controlled vocabulary, including terms found below this term in the MeSH hierarchy
[MeSH:NoExp] = Does not include terms found below this term in the MeSH hierarchy
[MAJR] = MeSH Major Topic

[TIAB] = Title or abstract

[TI] = Title

[AU] = Author

[OT]= Other term

[TW] = Text Word

Systematic[SB] = Filter for retrieving systematic reviews
* =Truncation
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Appendix 2 Excluded studies and studies with high risk of bias

Table of contents
Excluded studies page 2-17
Studies with high risk of bias page 18

This list consists of articles not included in SBU's report. It has two parts:

Excluded studies

This part consists of articles considered relevant in terms of abstract, but the full-text articles
were considered to be irrelevant to the research question and other inclusion criteria, after
assessment.

Studies with high risk of bias
This part consists of articles that were relevant in terms of abstract and full-text, but after
guality assessment considered to be studies with high risk of bias.



2(18)

Excluded studies

Reference Main reason for exclusion
ACOG Practice Bulletin No. 198 Summary: Prevention and Management
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Bedomning av studier om
diagnostisk tillforlitlighet
(QUADAS-2)

UPPDATERAD 2020-10-06

Forfattare: Ar:

Granskare:

Overgripande risk for bias

LagQ Mattlig Q Hog U
Om mojligt: Vilken Gynnar Gynnar Mot Fran Gar ej att
ar riktningen pa bias intervention kontroll noll noll bedéma
for detta utfall? Qa Qa a a a
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1. Formulera fragan

Deltagare (setting, hur indextestet ska anvindas, presentation,
tidigare tester):

Index test(er):

Referensstandard och tillstind/problem:

2: Rita ett flodesdiagram som
visar hur studien gatt till

2 SBU — STATENS BEREDNING FOR MEDICINSK OCH SOCIAL UTVARDERING



3: Bedomning av risk for
bias and tillampbarhet

Doman 1: Urval av deltagare

A. Risk for bias

Beskriv hur deltagarna valts ut:

Ja Nej Oklart
* Var urvalet konsekutivt eller slumpmassigt? a ] a
¢ Undvek studien fall-kontrolldesign? a a a
* Undvek studien oldmpliga exklusioner? ] a d
Kan urvalet av deltagare ha introducerat bias? RISK: LAG/HOG/OKLAR

B. Tillampbarhet

Beskriv deltagarna (féregaende tester, presentation, syfte med index testet, setting):

Avvek deltagarna fran 6versiktens fraga i sadan RISK: LAG/HOG/OKLAR
grad att det paverkar tillimpbarheten?

Doman 2: Indextest(er)

Gor en separat beddmning for varje indextest om flera ingdr i dversikten.

A. Risk for bias

Beskriv indextestet and hur det var genomfort och tolkat:

Ja Nej Oklart
¢ Tolkades resultatet av indextestet utan kinnedom a a a
om resultatet av referensstandarden?
¢ Var eventuellt troskelvarde férdefinierat? Q Q Q
Kan genomférande eller tolkning av RISK: LAG/HOG/OKLAR

indextestet ha introducerat bias?

w
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B. Tillimpbarhet

Beskriv deltagarna (féregaende tester, presentation, syfte med index testet, setting):

Skiljer sig indextestet, dess genomfdorande eller tolkning RISK: LAG/HOG/OKLAR
fran oversiktens fraga sa att det paverkar tillimpbarheten?

Doman 3: Referensstandard

Gor en separat beddmning for varje indextest om flera ingér i 6versikten.

A. Risk for bias

Beskriv referensstandarden och hur den genomférdes och tolkades:

Ja Nej Oklart
o Ar det sannolikt att referensstandarden a a a
klassificerartillstandet korrekt?
¢ Tolkades resultaten fran referensstandarden utan a Q Q
kannedomom resultaten fran indextestet?
Kan referensstandarden, dess genomférande RISK: LAG/HOG/OKLAR

eller tolkning ha introducerat bias?

B. Tillimpbarhet

Skiljer sig tillstandet som det definieras av RISK: LAG/HOG/OKLAR
referensstandarden fran oversiktens fraga
sa att det paverka tillimpbarheten?

SBU — STATENS BEREDNING FOR MEDICINSK OCH SOCIAL UTVARDERING

N



Domain 4: Flode och tid

Gor en separat beddmning for varje indextest om flera ingdr i Sversikten.

A. Risk for bias

Beskriv sddana patienter som inte fick indextest(en) och/eller
refererensstandarden eller som inte ingick i 2 x 2 tabellen (dvs. bortfall):

Beskriv tidsintervallet och eventuella interventioner som getts mellan
tidpunkterna for indextest(erna) och referensstandarden:

Ja Nej Oklart
¢ Vartiden mellan testerna adekvat? Q Q Q
* Fick alla deltagare en referensstandard? ] a a
* Fick alla deltagare samma referensstandard? a a a
* Inkluderades alla deltagare i analysen? a d a
Kan genomférande eller tolkning av RISK: LAG/HOG/OKLAR

indextestet ha introducerat bias?

B. Tillimpbarhet

Kan patientfiédet ha introducerat bias? RISK: LAG/HOG/OKLAR

BEDOMNING AV STUDIER OM DIAGNOSTISK TILLFORLITLIGHET (QUADAS-2) 5



Bedomning av
icke-randomiserade

studier av interventioner
(effekt av att tilldelas en intervention (ITT))

UPPDATERAD 2020-11-27

Utfall:

Referens (forfattare, ar):

Granskare:

Overgripande risk for systematisk snedvridning av resultaten (risk for bias)

LagQ Mattlig Q Hog Q Oacceptabelt hog 4
Om mojligt: Vilken Gynnar Gynnar Mot Fran Gar ej att
ar riktningen pa bias intervention kontroll noll noll bedéma
for detta utfall? a a a a a
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1A. Confounding

Identifiera viktiga confounders pa det aktuella omradet for att besvara fragorna

Risk for bias fran confounding Lag O Mattlig Q Hog O Oacceptabelt hog U
bedoms som:

Motivering: se stodfragorna nedan

Bedomer du att..? Ja Troligen Troligen Nej Information
ja nej saknas
A1.1 effekten av interventionen har a a Q a Q

paverkats av viktiga confounders?

Om svaret dr "Nej" ga vidare till doman 1B.

A1.2 deltagare bytte grupp eller a a Qa ] ]
avbrét behandlingen pa
grund av confounders som
inte var synliga i baslinjen?

A1.3 orsakernatill att deltagarna a a a d d
avbroét eller bytte grupp
har paverkat utfallet?

A1.4 man kontrollerade for alla a Q a Q Q

viktiga confounders med
acceptabla analysmetoder?

A1.5 viktiga confounders var métta a Q Q d d
med valida och reliabla metoder?

A1.6 de data man anvinde for att a a a a a
kontrollera confounders var
redovisade i studien?

A1.7 man togin och kontrollerade a a a d ]
for nya variabler efter att
interventionen inletts?

Om mgjligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention kontroll noll noll bedéma
Q a a a a

2 SBU — STATENS BEREDNING FOR MEDICINSK OCH SOCIAL UTVARDERING



1B. Selektion/gruppindelning

Risk for bias fran selektion/ Lag O Mattlig Q Hog O Oacceptabelt hog U
gruppindelning bedoms som:

Motivering: se stodfragorna nedan

Bedomer du att..? Ja  Troligen Troligen Nej Information
ja nej saknas
B1.1 deltagaregenskaper (eller a a a a Q

faktorer) som observerats
efter att interventionen inletts
paverkade valet av deltagare

i studien/analysen?

Om svaret ar "nej" ga vidare till fraga B1.4.

B1.2 dessa deltagaregenskaper a a ] a Q
(eller faktorer) hade samband
med interventionen?

B1.3 dessa deltagaregenskaper (eller a a ] a Q
faktorer) paverkades av utfallet
eller av en orsak till utfallet?

B1.4 intervention och uppféljning a a ] a Q
infoll vid samma fas i sjukdoms-
forloppet/utvecklingen for
de flesta deltagarna?

B1.5 ldmpliga metoder som kan korrigera O a d a Q
for selektionsbias anvandes?
Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention  kontroll noll noll bedéma
a a a ] a

1C. Klassificering/avgriansning
av interventionsgrupperna

Risk for bias fran klassificering/ Lag O Mattlig 1 Hog O Oacceptabelt hog U
definition av interventions-

grupperna bedoms som:

Motivering: se stodfragorna nedan

Bedomer du att..? Ja. Troligen Troligen Nej Information
ja nej saknas
C1.1 interventionsgrupperna a a u (] a

var vl definierade?

C1.2 informationen som anvandes for att a a a a a
definiera interventionsgrupperna
samlades in innan resultatet av inter-
ventionen var kant (eller avblindat)?

C1.3 definitionen av interventions- a a a a a
grupperna kan ha paverkats
av kinnedom om utfallet?

Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention kontroll noll noll bedoma
Q Q Q Q Q
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2. Avvikelser fran planerade interventioner

Risk for bias fran avvikelser fran planerade Lagd Mattligd HogU

interventioner bedoms som:

Motivering: se stodfragorna nedan

Bedomer du att..? Ja Troligen Troligen Nej Information
ja nej saknas
2.1 det fanns avvikelser fran den a a a d a

planerade interventionen férutom
vad som kan forvintas i klinisk rutin?

Om bed6émningen dr "ja" eller "troligen ja" besvaras fraga 2.2

2.2 avvikelserna var balanserade a a a a a
mellan grupperna?

Om bedémningen dr "nej" eller "troligen nej" besvaras fraga 2.3

2.3. obalansen paverkade utfallet? a a a d a
Risk for bias Lagd Mattlig Q Hog U
Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention  kontroll noll noll bedéma
Q Q Q a Q
3. Bortfall

Risk for bias fran bortfall bedoms som: Lagld Mattligld HogUd

Motivering: se stodfragorna nedan

Bedomer du att..? Ja Troligen Troligen Nej Information
ja nej saknas
3.1 resultat redovisades for alla a a a d a

eller ndstan alla deltagare?

Om svaret dr "Ja" ga vidare till domién 4.

3.2 man har visat att resultaten ar a (] a d a
robusta trots bortfallet (exempelvis
med kénslighetsanalyser)?

3.3 bortfallet med stor sannolikhet a a a a a
ar relaterat till utfallsmattet?

3.4 savil bortfallet som orsaker a a a a (W
till bortfallet var likartat
mellan grupperna?

Om mojligt: Vilken dr riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention  kontroll noll noll bedéma
Q Q Q a Q
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4. Matning av utfall

Risk for bias fran mitning av utfallet bedoms som: Lagld Mattligd HogU

Motivering: se stodfragorna nedan

Bedomer du att..? Ja. Troligen Troligen Nej Information
ja nej saknas
4.1 datainsamlingen skilde sig a a ] a Q
at mellan grupperna?
4.2 de som mitte utfallet a Q Q a a
var medvetna om vilken
intervention deltagarna fatt?
4.3 beddmningen med stor sannolikhet a a ] a Q
paverkades av detta?
Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention  kontroll noll noll bedéma
Q a a Q a

5. Rapportering

Risk for bias fran rapportering bedoms som: Lagd Mattligd Hogd

Motivering: se stodfragorna nedan

Bedomer du att..? Ja. Troligen Troligen Nej Information
ja nej saknas

5.1 analyserna var genomférda enligt a a ] a Q

en plan som publicerats innan

utfallsdata var tillgangliga?
5.2 de rapporterade resultaten har valts a a a a a

ut fran flera sétt att mata utfallet

(t.ex. olika skalor, tidpunkter)?
5.3 de rapporterade resultaten har valts a a u (] a

ut fran olika analyser av samma utfall?
Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention kontroll noll noll bedoma

a Q Q a Q

Jav/intressekonflikter (kan rapporteras narrativt)

Ja Nej Kommentar

Deklarerar forfattarna att de saknar finansiella ] a
intressen som kan paverka utfallet?
Deklarerar forfattarna att de saknar andra a a
bindningar som kan paverka utfallet?
Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention  kontroll noll noll bedéma

Q Q Q Q Q

SBU — STATENS BEREDNING FOR MEDICINSK OCH SOCIAL UTVARDERING



Bedomning av

randomiserade studier
(effekt av att tilldelas en intervention (ITT))

UPPDATERAD 2020-11-27

Utfall:

Referens (forfattare, ar):

Granskare:

Overgripande risk for systematisk snedvridning av resultaten (risk for bias)

Lag Mattlig Q Hog O
Om mojligt: Vilken Gynnar Gynnar Mot Fran Gar ej att
ar riktningen pa bias intervention kontroll noll noll bedéma
for detta utfall? a Qa a ] a

SBU — STATENS BEREDNING FOR MEDICINSK OCH SOCIAL UTVARDERING 1



1. Randomisering

Risk for bias fran randomiseringen bedoms som: Lagd Mattligd HogU

Motivering: se stodfragorna nedan

Bedomer du att..? Ja  Troligen Troligen Nej Information
ja nej saknas

1.1 gruppindelningen var randomiserad? a Q Q Q Q

1.2 blivande grupptillhcrighet inte a Q Q d d

kunde férutses, den var okénd tills
deltagarna delats in (concealed
allocation sequence)?

1.3 baslinjen hade obalanser som tyder pa a a a d d
brister i randomiseringsprocessen?
Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention  kontroll noll noll bedéma
Q Q Q Q Q

2. Avvikelser fran planerade interventioner

Risk for bias fran avvikelser fran planerade Lagd Mattligd HogU
interventioner bedoms som:

Motivering: se stodfragorna nedan

Bedomer du att..? Ja Troligen Troligen Nej Information
ja nej saknas
2.1 deltagarna kdnde till vilken a a a a a

intervention de tilldelats
under studiens gang?

2.2 behandlarna kidnde till vilka a a Q a a
interventioner deltagarna
tilldelats under studiens gang?

Om svaret dr "nej"” pa bade 2.1 och 2.2 ga vidare till fraga 2.5.

2.3 kdnnedom om studien och a a a a a
gruppindelningen kunde leda till
awvikelser som var obalanserade
mellan grupperna (t.ex.
fordandringar i 6vrig vérd eller
avvikelser fran klinisk praxis)?

2.4 obalansen sannolikt a a a a a
paverkade utfallet?

2.5 man anvande en lamplig analysmetod O a a d a
for att uppskatta effekten?

Om svaret pa 2.5 dr "nej" eller "troligen nej" besvara dven 2.6

2.6. resultatet paverkades allvarligt av a Q Q a a
att deltagarna inte analyserades i
den grupp de randomiserats till?

Risk for bias LagQ Mattlig Q Hog O

Om mojligt: Vilken &r riktningen Gynnar Gynnar Mot Fran Gar ej att

pa bias for utfallet? intervention kontroll noll noll bedéma
Q a a a a
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3. Bortfall

Risk for bias fran bortfall bedoms som: Lagd Mattligld Hogd

Motivering: se stodfragorna nedan

Bedomer du att..? Ja. Troligen Troligen Nej Information
ja nej saknas
3.1 resultat redovisades for alla d a ] a a

eller nastan alla deltagare?

Om svaret ar "ja" ga vidare till domén 4.

3.2 man har visat att resultaten dr a a a a a
robusta trots bortfallet (exempelvis
med kénslighetsanalyser)?

3.3 bortfallet med stor sannolikhet a a a a a
ar relaterat till utfallsmattet?
3.4 savil bortfallet som orsaker a a a a a
till bortfallet var likartat
mellan grupperna?
Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention kontroll noll noll bedoma
a Qa Qa a Qa

4. Miatning av utfall

Risk for bias fran mitning av utfallet bedoms som: Lag d Mattligd HogQ

Motivering: se stodfragorna nedan

Bedomer du att..? Ja. Troligen Troligen Nej Information
ja nej saknas
4.1 datainsamlingen skilde sig a a a a Q

at mellan grupperna?

4.2 de som mitte utfallet a a a a a
var medvetna om vilken
intervention deltagarna fatt?

4.3 beddmningen med stor sannolikhet a a a a a
paverkades av detta?
Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention  kontroll noll noll bedéma
Q a a Q a
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5. Rapportering

Risk for bias fran rapportering bedoms som: Lagld Mattligld Hogd

Motivering: se stodfragorna nedan

Bedomer du att..? Ja Troligen Troligen Nej Information
ja nej saknas
5.1 analyserna var genomférda enligt a (] a d a

en plan som publicerats innan
utfallsdata var tillgangliga?

5.2 de rapporterade resultaten har valts a a a d a
ut fran flera sétt att mata utfallet
(t.ex. olika skalor, tidpunkter)?

5.3 de rapporterade resultaten har valts a (] a d (]
ut fran olika analyser av samma utfall?
Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention kontroll noll noll bedéma
a a a a a

Jav/intressekonflikter (kan rapporteras narrativt)

Ja Nej Kommentar
Deklarerar forfattarna att de saknar finansiella d a
intressen som kan paverka utfallet?
Deklarerar forfattarna att de saknar andra a a
bindningar som kan paverka utfallet?
Om mojligt: Vilken ar riktningen Gynnar Gynnar Mot Fran Gar ej att
pa bias for utfallet? intervention  kontroll noll noll bedéma

a a a a a
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Bedomning av studier
med kvalitativ metodik

UPPDATERAD 2020-10-06

Forfattare: Ar:

Granskare:

Sammanvigd bedomning av metodologiska brister:

Obetydliga eller mindre 0
Mattliga Q

Stora brister, studien ingar inte i syntesen O

Kommentarer:

BEDOMNING AV STUDIER MED KVALITATIV METODIK 1



1. Overensstimmelse mellan filosofisk hallning/teori och urval och metodik i studien’

Vilken teori eller filosofisk hallning utgick forfattarna fran?

Hinger syfte och fraga ihop med teori/filosofisk hallning? Ja Nej Oklart

Kommentarer:

2. Deltagare

Hur gjordes urvalet?

Stodfragor for bedomning av brister i urvalsforfarandet: Ja Nej  Oklart
Ar urvalet limpligt for att besvara fragan? a a Q
Ar rekryteringsmetoden lampligt vald och genomférd? a Q a
Finns det allvarliga brister som kan paverka tillforlitligheten? [ a ]
Kommentarer:

3. Datainsamling

Vilka metoder anvandes for datainsamling?

Finns det allvarliga brister i datainsamlingen Ja Nej Oklart
som kan paverka tillforlitligheten? d a ]
Kommentarer:

2 SBU — STATENS BEREDNING FOR MEDICINSK OCH SOCIAL UTVARDERING



4. Analys

Vilka metoder anvandes for analys?

Stodfragor for bedomning av brister i analyssteget: Ja Nej Oklart
Ar vald analysmetod lamplig och genomférd p4 ett lampligt sétt? a a a
Var forskarna reflexiva vid tolkning av data? u u u
Validerades tolkningarna? a a u
Finns det allvarliga brister i analysen som kan paverka tillforlitligheten? a a d

Kommentarer:

5. Forskaren

Vilken bakgrund och kompetens hade forskarna?

Stodfragor for bedomning av brister: Ja Nej Oklart
Har forskarna nagon relation till studiedeltagarna a Q a
som kan paverka datainsamlingen?

Har forskarna hanterat sin forforstaelse pa ett acceptabelt sétt? a a d
Var forskarna oberoende av finansiella eller andra Q Q Q

forutsattningar som kunde paverka analysen?

Finns det allvarliga brister som kan paverka tillforlitligheten? a a a

Kommentarer:

Gor en total bedomning av risken for att metodproblem péverkar resultaten.
For in det pé sidan 1.

BEDOMNING AV STUDIER MED KVALITATIV METODIK 3



Fragor som anvands i samband med bedomning i CERQual

Bedémningarna gors enbart for studier som ska inga i syntesen.

6. Relevans

Studien 4r relevant
Studien har partiell relevans

Studien har indirekt relevans

000D

Relevansen gar inte att bedoma

Kommentarer:

Stodfragor: Ja Nej Oklart
Anvandes huvuddelen av data i analysen? a a d
Hanterades motstridiga data p4 ett laimpligt sitt? u u d
Underbyggde insamlade data resultatet? u a d
Sammantaget, finns det allvarliga svagheter som kan leda till a a a

bristande koherens i det sammanvigda vetenskapliga underlaget?

Kommentarer:

8. Tillrdckliga data

Stodfragor: Ja Nej  Oklart
Var antalet studiedeltagare tillrackligt stort? (t.ex. om mittnad uppnatts) [ (] ]
a a a

Har formen for datainsamling varit sidan att den medger
mojlighet till rika data?

Kommentarer:

SBU — STATENS BEREDNING FOR MEDICINSK OCH SOCIAL UTVARDERING
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Quantitative studies

Ali Masri 2018
Study aim To explore the impact of a training intervention on obstetric anal sphincter injuries’
detection rate.
Method Design: Uncontrolled before and after

Country: Palestine

Setting: Multicentre, six secondary and tertiary maternity units

Participants

Sample size: 22 922 women

Population: Primiparous 26.6% (68% delivered by obstetrician) parous women 73.4%
(40% delivered by obstetrician)

Maternal and fetal characteristics:

phase 1 phase 2 phase 3
(meanzSD or %) (meanzSD or %) (meanzSD or %)

Age (y) 26%5.6 26%5.5 26%5.7
BMI (kg/m?) not reported not reported not reported
Primiparous* 24.3% 28.3% 26.4%
Instrumental delivery 2.9% 2.3% 2.4%
Episiotomy* 24.3% 26.3% 24.1%
Birth weight (g) 32374516 32194516 32574514

*p<0.05
Follow-up time: 13 weeks postintervention

Dropouts: 16 doctors (19.5%) and 13 midwives (20.6%) in total for three of the six units.
For the other three units: 11 doctors (23.9%) and 7 midwives (18.9%)

Intervention

A 2-day standard training programme consisting of educational lectures and practical
training for doctors and midwives. Study included three phases: pre-clinical training
observation, training-intervention, and post-intervention observation.

Intervention was delivered to 66 (80.5%) doctors and 50 (79.4%) midwives in three of
the six units and 35 (76.1%) doctors and 30 (81.1%) midwives in the other three units

Outcome OASIS rates at three phases:
Phase 1 - Preclinical training observation, 13 weeks
Phase 2 - Training intervention, 15 weeks
Phase 3 - Postintervention observation, 13 weeks

Results OASIS rate, primiparous women OASIS rate, parous women
phase 1: 0.5% phase 1: 0.2%
phase 2: 2.8%, p<0.001 phase 2: 0.6%, p=0.002
phase 3: 3.1%, p<0.001 phase 3: 0.4%, p=0.071

No significant differences were detected in
the rates of severe OASIS (third-degree 3c

and fourth-degree tears) between phase 1
and 2.

OASIS rates after compared with before the training intervention:




Adjusted OR=4.3 (95% Cl: 2.6 to 7.2)

Risk of bias

Moderate

Comments

Limitations: short follow-up, underpowered to detect changes in rates for severe OASIS,
dropout rate relatively large.

OASIS=obstetric anal sphincter injuries

Krissi 2016
Study aim To assess the effect of a structured hands-on workshop on the detection rate of
obstetric anal sphincter injuries.
Method Design: Uncontrolled before and after

Country: Israel

Setting: Tertiary hospital

Participants

Sample size: 20,484 women

Population: singleton-pregnancy women with vertex presentation who delivered
vaginally. 13,781 (67.3 %) women delivered prior to the workshop, and 6703 (32.7 %)
women delivered following the workshop.

Maternal and fetal characteristics:

Before workshop After workshop

(meanzSD or %) (meanzSD or %)
Age (y)* 30.35.1 31.1#5.1
BMI (kg/m?) not reported not reported
Primiparous 32.5% 33.2%
Instrumental delivery 9.4% 9.5%
Episiotomy 21.7% 21.5%
Birth weight (g) 32334450 3234+442

*p<0.001
Follow-up time: 1 year

Dropouts: no information

Intervention

Workshop comprised of a series of lectures and videos demonstrating proper
identification techniques of OASI followed by a hands-on training session with cadaveric
anal sphincters from pigs. Intervention was delivered to all physicians attending the
delivery ward

Outcome Detection rate of OASIS
Results Detection rate of perineal tears:
Before (%) After (%) P

Perineal tear grade 1 11.8 13.9 <0.001
Perineal tear grade 2 18.1 14.4 <0.001
Perineal tear grade 3 0.4 0.2 0.01
Perineal tear grade 4 0 0 0.30
OASI (3 and 4) 0.4 0.2 0.005

Risk of bias Moderate




Comments

Probably partial overlap with population in Ginath 2020

OASIS = Obstetric anal sphincter injuries.

Baumfeld 2020

Study aim To evaluate the long-term sustainability of the effect of a hands-on workshop on the
diagnosis of obstetrical anal sphincter injuries (OASIS)
Method Design: uncontrolled before and after

Country: Israel

Setting: University Medical Centre

Participants

Sample size: 55 639 women
Population: all women who gave birth between October 2012 and January 2017

Maternal and fetal characteristics (intervention, control), meanSD or %:

Before workshop After workshop

(meantSD or %) (meanzSD or %)
Age (y)* 28.63+5.78 28.62+5.79
BMI (kg/m?) not reported not reported
Primiparous 26.5% 27.4%
Instrumental delivery 3.4% 3.6%
Episiotomy* 3.1% 3.5%
Birth weight (kg) 3.240.51 3.2+0.52

*p=0.04
Follow-up time: 4 years

Dropouts: no information

Intervention

Intervention: The hands-on workshop consists of a series of lectures and videos
demonstrating proper identification techniques of OASIS, followed by a hands-on
training session on anal sphincters from pigs. The workshop was attended by most of the
department’s medical staff, including senior obstetricians and gynaecologists as well as
all residents

Outcome Detection rate of OASIS
Results Detection rate of perineal tears:
Before 1-year 2 years 3years 4years
OASIS 0.25% 0.49% 0.37% 0.20% 0.30%
Risk of bias Moderate
Comments Probably partial overlap with population in Ginath 2020

OASIS=obstetric anal sphincter injuries

Ginath 2020
Study aim to evaluate the influence of a half day, hands-on, workshop on the detection and repair
of obstetric anal sphincter injuries (OASIS)
Method Design: Multicentre, uncontrolled before and after

Country: Israel

Setting: 11 medical centres




Participants Sample size: 143 279

Population: parturient with singleton pregnancy, vertex presentation and vaginal
delivery. Pre-viable preterm gestations (< 24 weeks), birth weight < 500 g,
stillborn, and those with major congenital anomalies, multifetal pregnancies,
breech presentations and caesarean deliveries were excluded from the analysis

Maternal and fetal characteristics of women with OASIS:

Before After
(meantSD or %) (meanzSD or %)

Age (y)* 27.947.0 28.2+9.7
BMI (kg/m?) 27.35.2 27.3+4.5
Primiparous 79.8% 76.6%
Instrumental delivery 30.3% 26.2%
Episiotomy 55.4% 52.4%
Birth weight (g) 3442.94395.4 3453.1+428.1

Follow-up time: 1 year

Dropouts: no information

Intervention Workshop comprised of a series of lectures and videos demonstrating proper

identification techniques of OASI followed by a hands-on training session with cadaveric
anal sphincters from pigs.

Outcome Detection rate of OASIS
Results Detection rate of perineal tears:
Before After P
OASIS 0.35% 0.45%  0.003
Risk of bias Moderate

OASIS=obstetric anal sphincter injuries

Faltin 2000
Study aim To determine whether anal endosonography immediately after vaginal delivery can
predict subsequent fecal incontinence
Method Design: DTA
Country: Switzerland
Clinical setting: University hospital
Participant Sample size: 150 women

Population: nulliparas who delivered vaginally and had no anal sphincter tears
(third- or fourth-degree perineal tears)

Maternal and fetal characteristics:

Incontinent Continent

(meanzSD or %) (meantSD or %)
Age (y) 30.245.2 28.2+4.8
BMI (kg/m?) 21.2+2.4 22.4+3.9

Primiparous 100% 100%




Instrumental delivery 50% 37%

Episiotomy 46% 56%
Birth weight* (g) 34631468 31931426
*p<0.05

Inclusion criteria: vaginal delivery without anal sphincter tears (third- or fourth-
degree perineal tears)

Exclusion criteria: 3™ or 4" degree perineal tears, caesarean section

Dropouts: 4%

Index test Index test: anal endosonography

Target condition and  Target condition: fecal incontinence

reference standard Reference test: questionnaires on fecal continence

Flow and timing Time interval between index test and reference standard: 142 days (range 103—
334 days)

Results Anal endosonography for predicting fecal Incontinence:

Sensitivity 68% (95% Cl, 49 to 88%)
Specificity 79% (95% Cl, 71 to 86%)

Risk of bias Low

BMI=Body mass index, SD=standard deviation

Faltin 2005

Study aim Whether diagnosis of anal sphincter tears by ultrasonography, followed by immediate
surgical repair, reduces the occurrence of incontinence.

Method Design: RCT
Country: Switzerland

Setting: University hospital

Participants Sample size: 752 women

Population: nulliparous women with a second-degree perineal tear, whether
spontaneous or after episiotomy.

Maternal and fetal characteristics:

Incontinent Continent p
(meanzSD or %) (meanzSD or %)

Age 28.9+4.5 29.2+5.0 not reported
BMI (kg/m?) not reported not reported not reported
Primiparous 100% 100% not reported
Instrumental delivery 40.4% 42.0% not reported
Episiotomy 51.6% 51.9% not reported
Birth weight (g) not reported not reported

Exclusion criteria: women with clinically diagnosed third- or fourth-degree perineal tear,
women who delivered by caesarean, and those with an intact perineum or first-degree
perineal tear.

Follow-up time: 3 and 12 months




Dropouts:

e  Experimental 3.2% (3 months), 9.0% (12 months)
e Control 5.6% (3 months), 9.0% (12 months)

Interventions Experimental: clinical and ultrasound examination of the anal sphincter

Control: clinical examination alone

Outcome Fecal incontinence
Results Reported severe incontinence
3 months 1 year
Experimental: 3.3% Experimental: 3.2%
Control: 8.7% Control: 6.7%
RR=-5.4% (95% Cl, —8.9 to —-2.0) RR=-3.5 (95% CI, —6.8 to —0.03)
NNT=19 (95% Cl, 11 to 50) NNT=29 (95% Cl, 15 to 333)
Risk of bias Low

NNT = Number needed to treat; RR = Risk difference.

Bellussi 2019
Study aim to evaluate the feasibility and accuracy of the assessment of anal sphincter
contraction by dynamic 2-dimensional transperineal ultrasound imaging (TPUS)
immediately after delivery and its correlation with anal incontinence at the 4-
month follow-up evaluation.
Method Design: DTA
Country: Italy
Clinical setting: University Hospital
Participant Sample size: 69
Population: women having their first vaginal delivery
Maternal and fetal characteristics:
mean (£ SD or % or range)
Age (y) 32 (24-42)
BMI (kg/m?) 26 (19-34)
Primiparous 100%
Instrumental delivery 23.2%
Episiotomy 0%
Birth weight* (g) 3260 (2530-4240)
Inclusion criteria: women having their first vaginal delivery
Exclusion criteria: previous vaginal deliveries, multiple pregnancies, known
anorectal diseases, and maternal age <18 years
Dropouts: 1/69 (1.5%)
Index test Index test: 2-dimensional transperineal ultrasound (TPUS)

Target condition and  Target condition: fecal incontinence

reference standard Reference test: questionnaires on fecal continence

Flow and timing Time interval between index test and reference standard: 4 months

Results TPUS for predicting fecal Incontinence:




Sensitivity 50 % (16 till 84 %)
Specificity 85 % (73 till 93 %)

Risk of bias Moderate
Pihl 2019
Study aim To evaluate the relation between the AVD measured with transperineal ultrasound

immediately after delivery and external anal sphincter injury

Participant Design: DTA
Country: Sweden

Clinical setting: delivery unit in university hospital

Participant Sample size: 150 women
Population: woman with suspected second- or third-degree perineal laceration

Maternal and fetal characteristics, meanSD or %:

meantSD or %

Age (y) 29.8+4.2
BMI (kg/m?) 24.2+4.2
Primiparous 100%
Instrumental delivery not reported
Episiotomy 0%
Birth weight (g) not reported

Exclusion criteria: First- and fourth-degree perineal lacerations, inability to
understand Swedish or earlier perineal surgery or trauma

Follow-up time:
Dropouts:

Index test Index test: Measurement of AVD with TPUS

Target condition and  Reference test: Clinical
reference standard

Flow and timing Time interval between index test and reference standard:

Results Mean AVD second-degree laceration: 17.8 mm (95 % KI, 16.9-18.7)
Mean AVD external sphincter laceration: 11.6 mm (95 % KI, 9.3-13.8)
MD= 6.2 mm (4.1 till 8.4)

Using an AVD cut-off of > 20 mm:
Sensitivity: 0.97 (0.82—-1.00)
Specificity: 0.25 (0.17-0.33)

Risk of bias Moderate

AVD = Anovaginal distance; TPUS = Transperineal ultrasound.



Andrews 2006

Study aim To establish the true prevalence of clinically recognisable and occult obstetric anal
sphincter injuries

Method Design: Cohort
Country: UK
Clinical setting: Busy district general hospital

Participant Sample size: 241 women

Population: Two hundred and thirty-two (96%) were nulliparous and nine (4%) had
had a previous caesarean section. One hundred and seventy-three (72%) deliveries
were conducted by midwives and 68 (28%) by doctors.

Maternal and fetal characteristics, meanSD or %:

meanzSD or %

Age (y) not reported
BMI (kg/m?) not reported
Primiparous 100%
Instrumental delivery 26%
Episiotomy 41%
Birth weight (g) not reported

Exclusion criteria:
Follow-up time: 51 days (SD=16 days)
Dropouts: 13% at follow up

Intervention

Re-examination by a trained research fellow

Outcome Prevalence of OASIS

Results Prevalence of OASIS:
Examination by midwife: 13.3%
Re-examination by trained research fellow 24.5%
RD=0.11 (95% Cl, 0.04-0.18)
RR=1.84 (95% Cl, 1.27-2.68)

Risk of bias Low

Groom 2002
Study aim To assess if the clinical diagnosis of third-degree tears could be improved by increased
vigilance in perineal assessment
Method Design: controlled prospective observational study

Country: UK
Setting: hospital delivery unit

Participants

Sample size: 483 women

Population: women undergoing their first vaginal and who sustained perineal trauma,
all were nulliparous except for three women who had one previous delivery by
caesarean section.




Maternal and fetal characteristics (intervention, control), meanSD or %:

Intervention Control
(meantSD or %) (meantSD or %)

Age (y) not reported
BMI (kg/m?) not reported
Primiparous 100%
Instrumental 40% 42.5%
delivery
Episiotomy 30% 51.5%
Birth weight (kg) 3.32 3.33

Follow-up time: assessment immediately after delivery

Dropouts: none

Intervention

Intervention: additional assessment

Control: routine assessment

Outcome Rate of detected third degree tear

Results Rates of perineal trauma
Trauma Intervention (%) Control (%) p
First degree 15 16 <0.0001
Second degree 40 25 <0.0001
Third/fourth degree 15 7.5 <0.0001
Episiotomy 30 51.5 <0.0001
RD=0.07 (95% Cl, 0.01-0.14)
RR=1.99 (95% Cl, 1.14-3.49)

Risk of bias

Comments If episiotomy extended to include the anal sphincter it was re-categorised as a third-

degree tear

Van Dillen 2010

Study aim

To determine the incidence of obstetric anal sphincter injury

Method

Design: prospective multicentre audit
Country: Netherlands

Setting: 3 teaching hospitals, secondary/tertiary care

Participants

Sample size: 1979 deliveries during intervention, 4169 deliveries the year before

Population:
Maternal and fetal characteristics:

1 year before intervention
(meanzSD or %)

during intervention
(meanzSD or %)

Age (y) not reported
BMI (kg/m?) not reported

Primiparous 100%




Instrumental 40% 42.5%
delivery

Episiotomy 30% 51.5%
Birth weight (kg) 3.32 3.33

Follow-up time: 6 months

Dropouts: not reported

Intervention

Another midwife or resident gynaecologist on call re-evaluated the extent of the trauma
in the case of perineal muscle involvement (i.e., an injury RCOG grade>2)

Outcome Rate of detected OASIS

Results Compared with the preceding year, there was a significant increase in the diagnosis of
OASIS, from 2.0% to 2.9% in the study period

Risk of bias Moderate

Comments Intervention was performed during office hours only

New guidelines

Cornell 2016
Study aim To assess the rates of detection, management, and outcomes of OASI before and after
the implementation of a new clinical practice guideline and operative pro forma
Method Design: Uncontrolled before and after

Country: Australia

Setting: secondary hospital

Participants

Sample size: 4302 deliveries
Population:

Maternal and fetal characteristics (group 1, group 2), meanSD or %:

Before After p
(meantSD or %) (meanzSD or %)
Age 26.3+5.5 28.0+4.4 0.113
BMI (kg/m?) not reported
Primiparous 81% 84% 0.805
Instrumental delivery not reported
Episiotomy 74% 66% 0.428
Birth weight (g) 3373+85.9 3367+56.8 0.953

Follow-up time: 2 years audit

Dropouts: 68% compliance rate with the pro forma

Intervention

A 12-month audit of the incidence, management, and outcomes of OASI was conducted
in 2009. An operative pro forma and practice guideline were implemented in 2010
followed by a further audit undertaken between 2010 and 2012.

Outcome

rates of detection, management, and outcomes of OASI

Results

Distribution of the types of perineal tears:



Perineal tear Before (%) After (%) p

3a 29 39 NS
3b 37 43 NS
3c 19 10 No data
4th degree 11 8 No data
Buttonhole 4 0 No data
Risk of bias Moderate
Comments There was only a 68% compliance rate with the pro forma, and while there was formal

education provided to the staff initially, this was not regularly performed throughout the
time of the audit.

NS=not significant, OASI=0Obstetric anal sphincter injury

Sheng 2019
Study aim To determine whether index finger palpatory assessment of pubovisceral (PV)
muscle body integrity through the lateral vaginal wall is a reliable indicator of
PV muscle tear severity diagnosed by magnetic resonance imaging (MRI)
Participant sampling Design: DTA

Recruitment period: 14 January 2004 - 1 April 2012
Country: USA
Clinical setting: University hospital

Sample size: 85 women

Participant characteristics Population:
and setting Maternal and fetal characteristics, mean+SD or %:

meanSD or %

Age (y) 29.245.7
BMI (kg/m?) not reported
Primiparous not reported
Instrumental delivery 8%
Episiotomy 20%
Birth weight (g) 3402.9+541.7

Inclusion criteria: At least one risk factor for PV muscle tear, including
maternal age greater than 33 years, second stage of labor longer than 150
minutes or less than 30 minutes, delivered infant weighing greater than 4000
gm, forceps or vacuum delivery, or third- or fourth-degree anal sphincter
laceration.

Exclusion criteria: prior urogynecologic surgery, unwillingness to undergo a
pelvic examination, history of neurological conditions or traumatic accident

injury, medical conditions

Index test Index test: palpatory assessment

Target condition and Target condition: PV muscle tear
reference standard Reference test: MRI




Flow and timing

Time interval between index test and reference standard: unclear

Results Odds ratio for estimating MRI results from palpatory assessment:
OR=3.62 (95% Cl, 1.70-7.73)
Risk of bias Unclear
Lipschuetz 2014
Study aim To examine the correlation of three-dimensional transperineal ultrasound

(3D-TPUS) finding of LAM defects with results of clinical examination of the
pelvic floor, at intermediate follow-up

Participant sampling

Design: DTA

Country: Israel

Clinical setting: University Medical Centre
Sample size: 87

Participant characteristics
and setting

Population: primiparous women 8.7+3.5 (range 3—21) months after delivery

Maternal and fetal characteristics:

Value

(meantSD or %, range)
Age 27.9%5.1 (19-47)
BMI (kg/m?) Not reported
Primiparous 100%
Instrumental delivery Not reported
Episiotomy Not reported
Birth weight (g) 3203+52.3 (1940-080)

Inclusion criteria: primiparous women who delivered singleton babies

Exclusion criteria: Women who were pregnant at the time of contact, or had
given birth in the interim since the earlier study

Index test

Index test: clinical examination

Target condition and
reference standard

Target condition: LAM defects
Reference test: 3D-TPUS

Flow and timing

Time interval between index test and reference standard: concurrently

Results Sensitivity = 63% (95% Cl, 38 to 84%)
Specificity = 68% (95% Cl, 55 to 78%)
Risk of bias Low

3D-TPUS = Three-dimensional transperineal ultrasound; DTA = Diagnostic Test Accuracy; LAM = Levator ani muscle.

van Delft 2015a (Does the...)

Study aim To establish the correlation between LAM avulsion diagnosed at rest and that on
contraction, using transperineal tomographic ultrasound imaging (TUI)

Method Design: prospective longitudinal study




Country: UK, Netherland

Setting: university hospital

Participants

Sample size: 190 primiparae provided 380 analytical units (left and right sides analysed
separately)

Population:
Maternal and fetal characteristics

Value
(meanzSD or %)

Age 30.24¢5.8
BMI (kg/m?) 25.4+5.3
Primiparous 100%
Instrumental delivery 26.9%
Episiotomy Not reported
Birth weight (g) Not reported

Follow-up time: 13 (range, 10-26) weeks postpartum

Intervention

TUI at rest and contraction

Outcome LAM avulsion

Results Twenty-two (5.8%) cases of LAM avulsion were identified both at rest and on maximum
pelvic floor muscle contraction. Fourteen (3.7%) cases of LAM avulsion (in 12 women)
were diagnosed at rest only and 13 (3.4%) cases (in 11 women) were diagnosed on
maximum pelvic floor muscle contraction only.
The use of TUI to diagnose LAM avulsion correlates moderately for images obtained at
rest and on maximum pelvic floor muscle contraction.

Risk of bias Low

Comments 24.7% delivered by Caesarean section

LAM= levator ani muscle; TUI= transperineal tomographic ultrasound imaging

van Delft 2015b (Agreement...)

Study aim

To estimate agreement between transperineal and endovaginal ultrasound in
assessing levator ani biometry and avulsion and determine agreement between
levator avulsion palpation and ultrasound.

Method

Design: DTA
Country: UK, USA, Netherlands
Setting: University hospital

Participant
characteristics and
setting

Sample size: 191 primipara women
Population:
Maternal and fetal characteristics

Value
(meanzSD or %)

Age 30.245.8
BMI (kg/m?) 25.4+5.3

Primiparous 100%




Instrumental delivery Not reported
Episiotomy Not reported
Birth weight (g) Not reported

Inclusion criteria: nulliparous women
Exclusion criteria: not reported

Follow-up time: 13 weeks postpartum (range 10-26)

Index test Index test: EVUS

Target condition and Target condition: LAM defects

reference standard Reference test: TPUS

Flow and timing Time interval between index test and reference standard: concurrently
Results EVUS (TPUS as reference standard):

Sensitivity: 76% (95 % Cl, 59 till 89 %)
Specificity: 97% (95% Cl, 95 till 99 %)

Risk of bias Low

DTA = Diagnostic Test Accuracy; EVUS = endovaginal ultrasound; TPUS = transperineal ultrasound.

Montaguti 2019

Study aim To evaluate the intermethod agreement between the tomographic ultrasound
imaging (TUI), considered as the gold standard, and the OmniView-VCl in the
diagnosis of levator ani muscle (LAM) avulsion an in the measurement of
levator-urethral gap (LUG).

Participant sampling Design: DTA
Country: Italy
Clinical setting: University hospital

Sample size: 114 women

Participant characteristics Population:

and setting Maternal and fetal characteristics
Value
(meanzSD or %)

Age 3217
BMI (kg/m?) 23.8+4.2
Primiparous 100%
Instrumental delivery 0%
Episiotomy Not reported
Birth weight (g) Not reported

Inclusion criteria: women following their first spontaneous delivery
Exclusion criteria: instrumental delivery

Follow-up time: 3 to 6 months following delivery

Index test Index test: OmniView-VCI




Target condition and Target condition: LAM avulsion

reference standard Reference test: TUI
Flow and timing Time interval between index test and reference standard: concurrently
Results AUC of LUG in predicting avulsion = 0.931 (95% Cl, 0.868-0.994) with 24mm

showing the best sensitivity (82%) and specificity (97%)

Risk of bias Unclear

AUC = Area under the receiver-operating characteristic (ROC) curve; DTA = Diagnostic Test Accuracy; LUG = Levator-
urethral gap; TUI = Tomographic ultrasound imaging; VCI = Volume contrast Imaging.

Greenbaum 2020

Study aim To determine an optimal cut-off value for LUG measurements in a high-risk
patient population.

Participant sampling Design: DTA
Recruitment period: November 2011 and May 2018
Country: Israel
Clinical setting: tertiary referral center

Sample size: 618

Participant characteristics Population:

and setting Maternal and fetal characteristics
Avulsion No avulsion

(median and IQR) (median and IQR)
Age 30 (26-34) 28 (24-31)
BMI (kg/m?) 23 (20.9-25.9) 23.5 (21.3-26.5)
Parity 1(1-2) 1(1-2)
Instrumental 33.5% 20.8%
delivery
Episiotomy 59.1% 47.7%
Birth weight (g) 3415 (3145-3720) 3390 (3100-3715)

Inclusion criteria: women who have undergone pelvic floor regardless of the

severity of the OASI

Exclusion criteria: women with partial avulsion
Index test Index test: a visual qualitative assessment or eyeballing
Target condition and Target condition: complete avulsion
reference standard Reference test: 2/3/4D TPUS
Flow and timing Time interval between index test and reference standard: concurrently
Results AUC 0.869 for a cutoff of 2.305 (95% confidence interval, 0.84-0.90)
Risk of bias Unclear

AUC = Area under the receiver-operating characteristic (ROC) curve; IQR interquartile range, 2/3/4 TPUS =
Two-dimensional/three-dimensional/four-dimensional transperineal ultrasound.






vanlig

Study aim

Method Design:
Country:
Setting:

Participants Sample size:
Population:
Maternal and fetal characteristics (intervention, control), meanSD or %:
Age:
BMI (kg/m?):
Nulliparity:
Instrumental delivery:
Episiotomy:
Birth weight (kg):
Follow-up time:
Dropouts:

Intervention Intervention:
Control:

Outcome

Results

Risk of bias

Comments

diagnostik
Study aim
Participant sampling Design:

Recruitment period:
Country:
Clinical setting:

Sample size:

Participant characteristics Population:
and setting Maternal and fetal characteristics (,), meanzSD or %:
Age (y):
BMI (kg/m?):
Nulliparity:
Instrumental delivery:
Episiotomy:
Birth weight (grams):
Inclusion criteria:
Exclusion criteria:

Dropouts:




Index test

Index test:

Target condition and
reference standard

Target condition:

Reference test:

Flow and timing

Time interval between index test and reference standard:

Results

Risk of bias




INKLUDERADE STUDIER

Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings

Year Competence of recruitment Methods to ensure

Reference researchers rigour of findings

Country

Buurman & Lagro- | To explore No information Two family 26 women, 14 Two female content analysis using Five core themes:

Janssen women’s practitioners’ primiparous, 20-40 | interviewers the technique of (i) Inevitable

2013 perception of Both authors were population. The two | years of age conducted the constant comparative and disappointing

[x] postpartum General practitioners offered | according to table, interviews. The analysis (according to problems.

The Netherlands pelvic practitioners. One a full range of but there is a interviewers had Glaser & Strauss, 1967) (ii) Natural recovery;
floor researcher and the general practice citation from a had no delivery (iii) Feelings of
dysfunction and | other professor. healthcare. Obstetric | participant who is themselves, but The interviewers shame.
their help- care was provided by | 19 years old. they had the transcribed the recorded | (iv) The role played
seeking midwife or impression that interviews in full. The by initiates and
behaviour. gynaecologist. Inclusion criteria: being female and interviews were analysed | help-seeking

vaginal delivery, at | being an almost by the authors and the behaviour; and
One month —one home orin graduated medical interviewers (v) Lack of
year postpartum hospital, of a student was independently. information about
viviparous baby enough for the In the case of encoding pelvic floor

The women were
personally invited to
participate in the
study during
consultation hours or
by telephone. In
addition, they
received a written
invitation with
information on the
study. We invited
women one after the
other, until
saturation of the
answers to the
interview questions
was reached and no
longer introduced
any new themes.

without serious
abnormalities, in
the period between
1 November 2008
up until 1
November 2009,
prepared to
participate in the
study, Dutch-
speaking, with no
history of serious
psychiatric issues.

Only one woman
refused to
participate, and
two women could
not participate

participants to
disclose. The two
interviewers took
an

interviewing class.

Semi-structured
face-to-face
interviews

exploration of
women’s cognitions
and help-seeking
behaviour was
guided by a list of
topics, including
women’s ideas on
the cause and
disappearance

differences, frequent
discussions between the
researchers ensured
thorough and consistent
coding. Researchers read
the interviews several
times in their entirety to
define the core themes
that had been raised in
the interviews; these
core themes were
discussed by the
supervisory committee

dysfunction.




because they did
not speak Dutch.

of their problems,
the influence they
had on their
problems, feelings
of shame, impact
on everyday life,

help seeking
behaviour and
received
professional
information
Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings
Year Competence of recruitment Methods to ensure
Reference researchers rigour of findings
Country
Salmon To provide an Feminist approach — | South Wales; UK Six women who Unstructured Guided by an established | Categories:
1999 account of women themselves had given birth interviews framework (Burnard, Experiences of
[x] women's are the experts. Snowball within 5 years 1991) interpersonal
UK experiences of recruitment — first 25-40 years, white, | Performed face-to- relationships during
perineal trauma | No information about | contact: a colleague British and with face at home or at All participants received suturing
in the researcher with perineal further education. university sites individual summaries of
immediate post- | competence trauma. All worked and their transcripts and Experiences of social
delivery period. three of the six Up to 90 minutes analysis of the interviews | support and
worked as health long and were encouraged to | interpersonal
care professionals comment and validate relationships whilst
Audio-taped emerging categories healing
Some degree of interviews (member checks)
perineal trauma Feelings associated
with coming to terms
with perineal trauma.
Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings
Year Competence of recruitment Methods to ensure
Reference researchers rigour of findings
Country
Skinner et al to explore and No information Two major hospitals | 40 women with Semistructured Thematic analysis with an | Four overarching
2018 describe in Sydney diagnosed LAM interviews on inductive approach themes:
[x] women’s interviewed 1-4 antenatal, Theme 1: Lack of
Australia experiences Recruitment through | years postpartum intrapartum, and Framework method accurate information

participants in Epi-
No trial and

21-40 years of age

postpartum care.

coding matched




of major LAM corresponding birth Uni or bilateral Interviewer: identified themes in the about potential birth
pelvic floor records. Identified LAM avulsions midwife with template complications
trauma among 504 women extensive resulting in pelvic
who had come for 70 invited, 40 professional Two researchers floor morbidities
LAM = levator postnatal check-up accepted29 experience
ani muscle in this trial. Damage declined and 1 was No information about Theme 2: Impact on
was identified by removed from data | Interviews: 5 face- trustworthiness or rigour. | partner and sexual
ultrasound. Invitated | set (interviewed to-face, 4 Skype, 30 relationships
by telephone/email. but did not sign telephone and 1
constent) email. Theme 3: Somatic
and psychological
Interviews were symptoms
30-218 min
Theme 4: Dismissive
No participants reactions from
agreed interviews postnatal
to be taped — clinicians
interviewer took
written notes which
were mailed to
participants and
they could add or
change information
Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings
Year Competence of recruitment Methods to ensure
Reference researchers rigour of findings
Country

Tompson & Walsh
2015

[x]

UK

The purpose of
the study was to
explore
women’s
perceptions of
perineal repair
as an aspect of
normal
childbirth.

Life-world theory
(phenomenological
approach)

Clinical working
midwife and
associate professor in
Midwifery

No information of
the setting

Information was
cascaded to staff and
patients. Community
midwife was
involved in
identifying
participants.
Contacts were made
at least 24 hrs after
getting information

11 women

Inclusion:
spontaneous
vaginal birth at
term (3742
gestational weeks).
The lead
professional during
birth is a midwife.
Women who
sustained a first/

Unstructured
interviews

Interviewed within
about 1 month
postpartum.

Thematic content
analysis

Nothing about
trustworthiness or rigour.

Three themes:
The mystery of
perineal repair

Perineal repair and
the transition to
motherhood

Midwife facilitated
repair, as a
completely normal
experience




about the study.
Thereafter, a new
telephone contact
within 2 weeks and if
the woman was then
willing to partake
arrangements were
made for the

second degree tear,
posterior vaginal
wall tear,

labial lacerations
and episiotomy
were suitable

to participate.

interview

Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings
Year Competence of recruitment Methods to ensure
Reference researchers rigour of findings
Country
O’Reilly et al aimed to build Phenomoenological New South Wales, Purposive sampling | A female health Thematic analysis, Thematic analysis
2009 understandings approach Australia. Both rural care professional following Van Manen’s revealed four
[x] of women’s and suburban 20-39 years old experienced at (1997) ideas of major themes.
Australien recovery dwelling women interviewing phenomenological

experiences in Forsta forfattare RN, | were 6 weeks to 4 years women about reflection. They are:
The the RM och doktorand. recruited after childbirth sensitive matters ‘fearing intimacy’,
relevant presence of Ovriga: RN eller RN carried out the The process of ‘managing an
institutional ethics | continued pelvic | och RM. Recruitment was via | Parity: 1-3 conversational-style | reflecting on the unpredictable body’,
committee problems a statewide media interviews. transcribed ‘being resigned’ and
provided ethics extending release, and Two assisted births conversations was guided | feeling ‘devalued
approval for this beyond brochures Interviews 1-2 hrs by Van and dismissed’.
study. the puerperium distributed at three mothers of children | and recorded. 8 Manen’s (1997) four

to provide childcare facilities aged six weeks to face —to-face, one lifeworld existentials

nurses and other catering for children | five years, who had | telephone lived space (spatiality),

health care aged between six experienced interview and one lived body (corporeality),

professionals
with information
to enhance
current practice

weeks and five years
of age.

persistent
physical, pelvic
problems that
extended beyond
the puerperium.
Inclusion:
experienced one or
more of the
conditions
Incontinence of
urine

2 Pelvic pain

text message MSN

Data saturation
was achieved after
interviewing 10
participants.

lived time (temporality)
and lived other
(relationality).

Findings discussed
among authors to reach
consensus




3 Haemorrhoids

4 Prolapse of the
bladder, uterus or
bowel

5 Dyspareunia

6 Anal problems —
could include a tear
or ulcer

7 Bowel problems —
including
incontinence.

Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings

Year Competence of recruitment Methods to ensure

Reference researchers rigour of findings

Country

Herron-Marx et al to explore Q methodology earlier involvement An availability Topic areas Data were then Story 1: morbidity of

2007 women’s is used in this study in a retrospective sampling strategy included in the coded into themes, using | minor inconvenience

[x] experiences of as an exploratory cross-sectional was used interview schedule a paragraph-by-

UK enduring technique within a community survey 20 women — were derived from paragraph Story 2: insufficient
postnatal constructivist (predominantly interview 1 hour the different approach, and organised | support and services
perineal and framework. guantitative postal audio taped. Of types of morbidity into a structured code
pelvic floor questionnaire) those, 14 identified in the system. Story 3: the ‘taboo’ of
morbidity Q method conducted at 12 completed the previous study, perineal morbidity

(Stephenson, 1935) months postpartum, | participant the women'’s independently reviewed

draws on the
strengths of both
qualitative and
quantitative
methodologies and is
a means of using
factor analysis to
systematically study
subjective experience
and hence make
‘subjectivity operant’.

En av forfattarna bm

and designed to
identify the
prevalence of
enduring perineal
morbidity

response grids.

12—-18 months
postpartum and
enduring morbidity
Inclusion:

(1) women from all
ethnic groups and
were English
speaking.

(2) minimum age of
16 years.

(3) reported at
least one form of
perineal or pelvic
floor morbidity in

experiences of
enduring these
conditions

and the care they
received.

and assessed by all
members of the research
team

using the above
guidelines and against
the transcripts

from the raw data to
ensure constructual
and contextual
validation. A list of 36
statements were
produced,

each being randomly
allocated a ‘statement
number’

Story 4: normalising
perineal morbidity

Story 5: the isolation
of perineal morbidity




earlier survey and
agreed to be
approached to take
part in this study.
(4) between 12 and
18 months
postpartum at
point of contact to
ensure that
morbidity is
enduring.

(5) all forms and
levels of

perineal and pelvic
floor morbidity
reported.

(6) no

selection was made
based on type or
level of

morbidity; and

(7) birth of a live
term baby (36—42
weeks) with no
congenital
abnormality or
neonatal death.

Participants were asked
to sort

all the statements from
the Q set in response to
the following question:
‘what is your experience
of postnatal perineal and
pelvic floor health
problems?’ Participants
sorted each statement
initially into three piles
(most disagree, don’t
know and most agree).
Sorting continued using a
participant response grid
(Q grid). Participants
were asked to
re-examine the entire
array to ensure it
represented

their experience.

Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings

Year Competence of recruitment Methods to ensure

Reference researchers rigour of findings

Country

Tucker et al To describe and Heidegger’s Outpatient 10 women (9 Interviews were Van Manen’s thematic Three themes:

2015 interpret interpretative department, level 2 Caucasian and one audio taped and analysis grieving for loss,

[x] women’s phenomenology tertiary metropolitan | African woman) lasted for 50-90 silence and

Australia experience of Al hospital (population | Aged between 26— | min striving for normality

following OASIS
and its impact

on quality of life.

multicultural and
deprived)

56 years

Recruitment
continued until no




Known history of
OASIS and anal
incontinence

new information
was forthcoming;
saturation of data
was reached with
10 participants

Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings
Year Competence of recruitment Methods to ensure
Reference researchers rigour of findings
Country
Priddis et al To describe Mixed method study | Discussion group 14 CMC —women, 1 hour recorded Thematic analysis — Overarching theme: A
2014a current health of 4 phases with clinical average age and discussion with integrative approach of Patchwork of Policy
[x} service in NSW midwifery experience: 52 CMCs —moderated | findings from 3 data sets | and Process
Australia provided to consultants (CMC) years old and 30.8 by two researchers
women with SPT Individual interviews | years’ experience + survey of 9 Q and Four subthemes:
from the with women who one short answer Discussed finding with Falling through the
perspective of had sustained OASIS | 12 women response. co-authors. gaps; Qualifications,
Clinical Average age: 35 skills and attitudes of
Midwifery years, 11 grade 3 Face-to-face health professionals;
Consultants and and 1 grade 4 tears. | interviews with Caring for women
women. Various models of women, 1-2 hours, who have sustained
care. semi structured SPT; and Gold
interviews. standard care: how
would it look?
Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings
Year Competence of recruitment Methods to ensure
Reference researchers rigour of findings
Country
Priddis et al To explore how A feminist Unclear setting Twelve women Data were collected | Thematic analysis Three main themes
2014 b women perspective guided with an average during face to face were identified:
[x] experience and data collection and Flyer was distributed | age of 35 years interviews. Data Discussion among co-
Australia make meaning analysis via social media (ranging from 28 to | collection authors The Abandoned
of living with (Facebook) and 43 years). Five continued until Mother
severe perineal First author has own | word of mouth women were saturation The Fractured

trauma.

experience of severe
perineal trauma

through midwifery
colleagues

Snowball sampling

primiparous, seven
women had second
or subsequent
babies. Eleven
women
experienced third
degree perineal

was reached.

Each interview was
between one to
two hours duration.
The interviews
were semi-
structured,

Fairytale and
A Completely
Different Normal.




trauma; one
woman
experienced a
fourth-degree tear.

Seven weeks — 12
years postpartum.

using open ended
questions.
Recordings of
interviews were
listened to and
transcribed
verbatim, the
transcripts were
read thoroughly

Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings
Year Competence of recruitment Methods to ensure
Reference researchers rigour of findings
Country
Lindgvist et al To explore No theory National quality 1248 women Open-ended Manifest and latent Theme: ‘A worse
2018 women's register responses content analysis nightmare than
[x] experiences of Midwives, Survey to women respondents with expected’
Sweden the first two obstetrician, affected by OASIS 8 an OASIS grade 3 or
months after urotherapist weeks postpartum 4 who Discussion among Categories:
obstetric anal had added written authors to obtain Facing daily physical
sphincter injury comments of any consensus + member and psychological
(OASIS) during length to their Q2 check limitations
childbirth with a responses from
focus on 1January 2014 Living with crushed
problematic through 31 expectations
recovery December 2016.
Navigating in
healthcare
Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings
Year Competence of recruitment Methods to ensure
Reference researchers rigour of findings
Country
Lindgvist et al explore No theory National quality 625 women Responses to open- | Manifest and latent Theme: Struggling to
2019 women’s register ended questions in | content analysis settle with a
[x] experiences all respondents guestionnaire. damaged body
Sweden related to Midwives, Survey to women with an OASIS
recovery from obstetrician, affected by OASIS 1 grade3or4 Discussion among Categories:

obstetric anal
sphincter muscle
injuries (OASIS)

urotherapist

year postpartum

between Jan. 1st,
2014, and Dec 31st,
2016 who had
added written

authors to obtain
consensus

Not have a satisfying
sexual life

Feel used and broken




one year after

comments of any

childbirth length to the one- Worry about future
year follow-up health conditions
questionnaire
Moved on with life
despite everything
Author Aim Theory or approach Setting and Participants Data collection Data analysis Main findings
Year Competence of recruitment Methods to ensure
Reference researchers rigour of findings
Country
Lindberg To explores No theory National quality 3418 women with Written responses Manifest and latent Theme: Taken by
2020 women’s register second degree to open- ended content analysis surprise
Sweden experience of Midwives, Survey to women perineal tears guestionsin a Categories:
having a second- | obstetrician, affected by OASIS 8 according to the guestionnaire Discussion among e New bodily

degree perineal
tear and related
consequences to
daily life during
the first eight
weeks after
childbirth

urotherapist

weeks postpartum

ICD code answered
the questionnaire
at approximately
eight weeks, and
1007 of them wrote
responses of any
length, which
formed the data set

authors to obtain
consensus

experiences
e Unexpected
complications
e Unanswered
guestions and
worries




Bilaga 9. Etiska aspekter pa atgarder
inom halso- och sjukvarden

En viagledning for att identifiera relevanta etiska fragor

Dessa vigledande frigor 4r framtagna med syftet att utgora ett stdd for att identifiera

och reflektera kring etiska aspekter vid systematisk utvirdering av dtgirder' i hilso- och
sjukvarden?. Syftet ir att frigorna ska minska risken for att missa relevanta etiska aspek-
ter avseende specifika dtgirder. Diremot ges inte svar pd hur man ska ta stillning till

dtgirden, utom i de fatal fall nir svensk lagstiftning ger tydlig vigledning. Underlaget dr
tanket att anvindas som ett av flera steg i arbetet med etiska aspekter i SBU:s rapporter.
For mer information om hur vigledningen har tagits fram, se SBU:s handbok for utvir-

dering av metoder i hilso- och sjukvérden [1].

Innan fragorna gés igenom bor projektgruppen féra en diskussion kring vilka etiska
aspekter som spontant kan identifieras rérande dtgirden och patientpopulationen. Bero-
ende pé projekt kan vissa fragor vara speciellt relevanta medan andra kanske inte alls 4r

det.

} Atgirdens paverkan pa hilsa

1.* Hilsa: Hur paverkar atgirden patienters hilsa i termer av livskvalitet
och livslingd (inklusive biverkningar och andra negativa sidoeffekter)?

2. Kunskapsluckor: Om det saknas vetenskapligt underlag om atgirdens
effeke, finns det etiska och/eller metodologiska problem med att bedriva
fortsatt forskning for att férbittra det vetenskapliga underlaget?

3. Svarighetsgrad: Vilken svarighetsgrad har det tillstand som dtgirden
syftar till att dcgdrda?

4. Tredje part: Hur paverkar atgirden tredje parts hilsa?

Sammanfattning: Hur ser dtgirdens risk/nytta-profil ut (utifrin svaren i fraga 1-4)?

! Atgird anvinds hir som ett samlingsnamn for alla typer av dtgirder i hilso- och sjukvarden; allt fran
diagnostiska metoder, medicinska och virdande metoder till organisatoriska forindringar.

2 Denna vigledning refereras till pa foljande sitt: Sandman L, Heintz E, Hultcrantz M, Jacobson S,
Lintamo L, Levi R, Munthe C, Tranaeus S, Ostlund P. Etiska aspekter pa itgirder inom hilso- och
sjukvirden. En vigledning for att identifiera relevanta etiska frigor. Statens beredning fr medicinsk
utvirdering (SBU), 2014.

* Det dr ocksd viktigt att belysa om de studier som ligger till grund for bedémningen av effekt pé hilsa
har bedrivits pa ett forskningsetiskt acceptabelt sitt.

ﬁ“ STATENS BEREDNING FOR

MEDICINSK UTVARDERING
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} Atgirdens forenlighet med etiska virden

5. Jamlikhet och rittvisa: Finns det risk att tillgdngen till dtgirden strider
mot minniskovirdesprincipen eller gillande diskrimineringslagstiftning?

6. Autonomi: Har patienterna majlighet att fatta, eller vara delaktiga i,
informerade och relevanta beslut nir dtgirden ska anvindas?

7. Integritet: Hur inverkar atgirden pé patienters och nirstiendes
fysiska och personliga integritet?

8. Kostnadseffektivitet: Ar balansen mellan dtgirdens kostnader och effekter rimlig?

Sammanfattning: Ar anvindningen av atgirden forenlig med
gillande etiska virden (utifrdn svaren i friga 5-8)?

} Strukturella faktorer med etiska implikationer

9. Resurser och organisation: Finns det resursmissiga och/eller organisatoriska
begrinsningar som kan péverka vilka som far tillging till dtgidrden eller som
kan leda till att annan vard fir mindre utrymme om atgirden anvinds?

10. Professionella virderingar: Kan virderingar inom berdrda vardprofessioner pa-
verka anvindningen av atgirden och dirmed leda till en ojimlik tillgang till den?

11. Sdrintressen: Finns det sirintressen som kan péaverka anvindningen av dtgirden
och dirmed leda till en ojimlik tillging till den?

Sammanfattning: Finns det skil att tro att en jamlik tillging till atgarden eller andra
dtgirder kan forsvaras pga strukeurella faktorer (utifran svaren i fraga 9—11)?

} Langsiktiga etiska konsekvenser

12. Langsiktiga konsekvenser: Kan anvindningen av dtgirden fa mer langsiktiga
etiska konsekvenser?

Sammanfattning av de etiska fragorna

Hur kan de etiska fragorna relaterade till dtgérden sammanfattas?
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Arbetet med etiska aspekter i projekt

Enligt SBU:s handbok for utvirdering av metoder i hilso- och sjukvarden foreslas arbe-
tet med etiska aspekter f6lja nedanstiende modell i tre steg [1]. Hur manga av dessa steg
som genomfors i ett SBU-projekt beror bland annat pé karaktiren pé de etiska aspekter

som identifierats i det inledande steget.

* Identifiering av relevanta etiska aspekter

* Analys och diskussion av etiska aspekter:
— Litteratursékning och granskning av studier
— Insamling av erfarenheter frin berérda parter
—  Etisk analys med stod av etiker

* Sammanfattning

Som ett forsta led i arbetet (i den inledande analysen) 4r det angeldget att i ett relativt
tidigt skede i projektprocessen — forslagsvis vid ndgot av de forsta projektgruppsmétena
— identifiera och beskriva tinkbara etiska frigor och problem kring de metoder som ska
utvirderas. Det dr framfor allt i detta skede som denna vigledning ir tinket att anvin-
das. Projektledare och expertgrupp bér inleda arbetet med att identifiera etiska aspekter
med en allmin diskussion kring vilka frigor som kan vara relevanta i relation till atgir-
den. Detta steg dr viktigt for att inte gruppen direkt ska styras in pa det som frigorna i
vigledningen behandlar och dirmed missa sidana etiska fragestillningar som de annars
spontant skulle identifiera. Projektgruppen anvinder dérefter fragorna for att pé ett sys-
tematiskt sitt beddma om den forsta genomgéingen behdver kompletteras med ytterli-
gare etiska fragestillningar. Beroende pé projekt kan vissa frigor vara speciellt relevanta
medan andra kanske inte alls dr det. I rapporten redovisas sedan endast de fragestill-
ningar som ansetts relevanta for atgirden. Processen kan behova upprepas efterhand

som det vetenskapliga underlaget klarliggs.

Nir projektgruppen, med hjilp av listan, identifierat vilka etiska fragestillningar som
ar relevanta diskuteras och analyseras dessa fragestillningar. I detta arbete bor det over-
vigas om det bor utféras en djupare etisk analys med hjilp av en professionell etiker. Att
etisk expertis kopplas in for att gora en fordjupad analys blir sirskilt viktigt nir etiska
fragestillningar av storre tyngd eller principiellt intressant karakeir identifieras. D
SBU har ett etablerat samarbete med Statens medicinsk-etiska rid (SMER) finns det

i vissa fall aven mojlighet att hinvisa den etiska analysen till detta rad [2]. Detta giller
sarskilt fragor som det 4r relevant att diskutera pa nationell nivé ur ett 6vergripande

samhillsperspektiv.

Det kan édven vara anvindbart att gora en systematisk litteratursékning for att hitta

tidigare etiska analyser eller ge svar pa empiriska fragestillningar som framkommit i
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den inledande analysen. For mer information om att soka efter litteratur av relevans

for den etiska bedomningen, se Droste och medarbetare [3].

Det kan i vissa fall dven vara 6nskvirt att samla in information om berérda parters
erfarenheter. Dessa erfarenheter kan fungera som en kunskapskilla om hur atgirden

kan paverka parterna.

En vigledning for att identifiera relevanta etiska fragor:
forklaringar

Atgirdens paverkan pa hilsa

Fraga 1 — Halsa: Hur paverkar atgarden patienters hilsa
i termer av livskvalitet och livslangd?

En utgingspunkt for efterfoljande etiska resonemang ir vad atgirden har for effekt pa
hilsa. I denna friga besvaras om dtgirden har effekt pa malet for virden, det vill siga
patienters hilsa, i fljande termer:

* livskvalitet (inspirerat av International Classification of Functioning, ICF)?

* livslingd.

Fragan kan delvis besvaras utifrin de evidensgraderade resultaten i SBU:s systematiska

oversikt av kliniska utfallsmatt. Bedomningen av etiska aspekter kan dven behova kom-
pletteras med en kvalitativ virdering av de effekter som inte belysts i de evidensgraderade
resultaten. I den man surrogatmatt anvinds bor det bedomas hur dessa kan relateras till

livslingd och livskvalitet.

* Vilka positiva effekter respektive negativa biverkningar eller sidoeffekter har atgirden?
En sadan vigning kan baseras pa foljande underfragor:
— Kan atgirden skada négra patienter med avseende pd livslingd och livskvalitet?
— Hur manga patienter maste behandlas for att atgirden ska ge effekt for en

patient? Ar det troligt att patienterna uppfattar denna relation som rimlig?

3 Livskvalitet kan innefatta flera olika begrepp:

* Subjektivt vilbefinnande i termer av fysiska och psykiska symtom.

* Funktionsférméga och integritet: en persons mojlighet att "klara sig sjilv” utan teknik, mediciner,
stddpersoner etcetera, i synnerhet sidant som innebir kroppsliga ingrepp/intimitet.

* Aktivitet/autonomi/sjilvbestimmande: en persons forméiga att fatta egna, strukturerade beslut
om sitt liv och dirigenom styra detta i enlighet med sina egna virderingar och 6nskemal.

* Sjilvvirdering/sjilvidentitet: en persons syn pa sig sjilv och det virde hen tillskriver sig sjilv.

* Sociala aspekter/delaktighet: en persons méjlighet att ha relationer och vara delaktig i sociala
sammanhang.
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—  Vem viger de for- och nackdelar som étgirden kan leda till f6r patientgruppen
mot varandra? Har patienten eller den patientgrupp hen tillhér ndgon méjlighet

att paverka detta?

Om effekten av dtgirden idr osiker, det vill siga det handlar om en kunskapslucka,

behover det bedémas om det gir att bedriva vidare forskning (se fraga 2).

Aven om man under friga 1 kommit fram till atc det finns vetenskapligt stéd, bér man
fraga sig om det finns forskningsetiska problem med de studier som ligger till grund fér

det vetenskapliga underlaget.

* Finns det nagra etiska problem relaterade till de studier som ligger till grund for slut-
satserna om dtgirdens inverkan pa hilsa? Kan det paverka mojligheten att bedriva

fortsatt forskning pa ett etiskt acceptabelt sitt (se fraga 2)?

Fraga 2 — Kunskapsluckor: Om det saknas vetenskapligt underlag om
atgdrdens effekt, finns det etiska och/eller metodologiska problem med
att bedriva fortsatt forskning for att forbattra det vetenskapliga underlaget?

Om man under friga 1 kommer fram till att det handlar om en kunskapslucka behover
man stilla frigan om det gir att bedriva fortsatt forskning som ger bittre vetenskapligt

underlag.

* Finns det etiska svarigheter att bedriva framtida forskning pa atgirden? Exempel
pa detta kan vara:

— nir klinisk erfarenhet visar att atgirden har effekt pa en grupp dir det saknas
andra behandlingsalternativ och det dirmed blir etiskt svirt att genomfora en
studie ddr jamfGrelsegruppen méste avsta frin atgirden,

— ndr det dr en sirbar grupp som ir svarstuderad,

—  nir det finns specifika integritetsproblem om man vill bedriva forskning i rela-
tion till kunskapsluckan.

* Finns det metodologiska svarigheter att bedriva framtida forskning pé atgirden som
riskerar att patienter inte far tillgang till en dtgird som trots allt kan ha en gynnsam
effekt pd patientens tillstand?

*  Vad innebir det for patientgruppen om kunskapsluckan inte kommer att kunna fyl-
las i framtiden? Detta handlar framf6r allt om huruvida det finns risk att patienter
nekas en atgird pi grund av bristande vetenskapligt underlag, trots sma majligheter
att forbittra detta underlag och trots att det kanske saknas alternativ med bittre
vetenskapligt stdd. Eller ska patienter erbjudas atgirden trots bristande vetenskap-
ligt underlag?
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Fraga 3 — Svarighetsgrad: Vilken svarighetsgrad har det tillstand
som atgarden syftar till att atgarda?

For att kunna bedéma om atgirdens effekter innebir att den har en acceptabel risk/
nytta-profil bor svirighetsgraden av det tillstind som édtgirden syftar till att dcgirda
bedémas. Det ir dven visentligt for hur efterfoljande etiska resonemang ska virderas.
Vid ett svart tillstdind kan det vara rimligt att i storre utstrickning acceptera vissa etiska
problem med atgirden som inte bor accepteras vid lindrigare tillstdnd. Likasd kan be-
domningen av svérighetsgrad ge vigledning kring huruvida det 4r ett patientbehov eller

om det snarare finns en efterfrigestyrning kring dtgirden (se fraga 11 nedan).

Svarighetsgraden bor beddmas efter samma parametrar som effekterna av dtgirden i
fraga 1 och kan i linje med Socialstyrelsens nationella riktlinjer graderas i stegen liten,

macttlig, stor eller mycket stor [8].

Fraga 4 — Tredje part: Hur paverkar atgdrden tredje parts halsa?

Utéver risk/nytta-profilen for den aktuella patientgruppen, bor det bedomas hur tredje

parts hilsa paverkas i termer av livskvalitet och livslingd. Tredje part kan hir avse

patientens nirstiende, men inbegriper dven paverkan pa andra grupper i samhillet och

samhillet i stort. Vilka positiva, respektive negativa effekter har dtgirden i relation till

tredje part? Néigra relevanta fragor att stilla vid en sidan virdering ar:

* DPéverkar dtgirden nirstdendes hilsa i termer av livskvalitet och livslingd?

* Paverkar dtgirden folkhilsan i termer av livskvalitet och livslingd?

*  Vem viger de f6r- och nackdelar som atgirden kan leda till for tredje part mot
effekterna pa patienterna? Har patienten/patientgruppen eller tredje part nigon

mojlighet att paverka detta?

Sammanfattning — Hur ser atgirdens risk/nytta-profil ut

(utifran svaren i fraga 1-4)?

Utifran svaren pa fraga 1-4 bér det presenteras hur dtgirdens risk/nytta-profil ser ut
med hinsyn till paverkan pa patienter eller tredje part, evidensliget och tillstindets

svarighetsgrad.

Atgirdens forenlighet med etiska virden

Fradga 5 — Jamlikhet och rattvisa: Finns det risk att tillgangen
till atgarden strider mot manniskovardesprincipen
eller géllande diskrimineringslagstiftning?

Enligt den etiska plattformens manniskovirdesprincip ska virden inte styras av hinsyn
till personliga egenskaper eller stillning i samhillet om inte dessa har en tydlig koppling
till ett tillstands svarighetsgrad eller en dtgirds effekt. I HSL uttrycks detta dels som
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att malet 4r vard pa lika villkor, dels som att varden ska ges med respekt for alla min-

niskors lika virde och for den enskilda minniskans virdighet. Detta stods dven av den

svenska diskrimineringslagstiftningen. Finns det risk att tillgang till atgdrden paverkas

av de faktorer som minniskovirdesprincipen respektive diskrimineringslagstiftningen

specificerar inte far styra tillgang till vird och behandling? I den etiska plattformen spe-

cificeras att sadana faktorer dr en persons kon, kronologiska alder, sociala och ekono-

miska stillning, tidigare livsstil, utbildning eller mojlighet att bevaka sina egna intressen.

I diskrimineringslagstiftningen anges dven kdnsoverskridande identitet, etnisk tillhorig-

het, religion eller annan trosuppfattning, funktionshinder och sexuell liggning.

Exempel pa fragor:

Kriver dtgirden en ordnad social situation eller ett utvecklat socialt stéd f6r att fung-
era? Missgynnas grupper som saknar detta?

Ar atgirden forknippad med egna kostnader for patienten? Riskerar detta att miss-
gynna vissa grupper?

Finns det risk att bristande evidens for vissa specifika grupper (t ex grupper baserade
pa dlder, kon, etnicitet, sexuell identitet etc) leder till att dessa grupper inte far till-
gang till dtgdrden, trots att det finns 6verforbar evidens for andra liknande grupper?
Paverkas bedomningen av atgirdens kostnadseffektivitet av patientgruppens mojlig-
het att bidra till produktion?

Innebir dtgirden att det ldggs ett egenvéirdsansvar pa patienten eller tredje part som
for vissa kan vara svart att klara av och pa sa sitt kan leda till ojimlik tillgang till

atgirden?

Stillningstaganden kring en jimlik behandling av personer i virt samhille kan dven

mer generellt tolkas sd att personer bor ha jimlika méjligheter till att fungera och uppna

en mer allmint god livskvalitet i samhillet. Synen pa minniskors virde bér heller inte

paverkas av deras personliga egenskaper eller stillning i samhillet. Kan dtgirden paverka

patienters eller andra personers stillning, eller synen pa deras virde i samhillet? Nagra

exempel pa fragor att stilla for att gora en sidan bedémning kan vara:

Paverkar dtgirden minniskors utseende, eller mojlighet att bidra till samhillet
genom arbete eller andra aktiviteter, pa ett sitt som i forlingningen kan uppfattas
som en nedvirdering eller stigmatisering av dessa manniskor?

Kan patientgruppen eller andra grupper i samhaillet uppfatta att anvindningen av
dtgirden paverkar deras jamlika mojligheter, synen pa deras lika virde eller sin upp-
levelse av sig sjilv som virdefull?

Finns det liknande atgirder som anvinds och som ir accepterade i samhillet och

som dirmed kan ge vigledning for huruvida denna atgird bér anvindas eller inte?
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Fraga 6 — Autonomi: Har patienterna majlighet att fatta, eller vara
delaktiga i, informerade och relevanta beslut nar atgarden ska anvandas?

Enligt HSL ska varden bygga pé respekt for patienters sjalvbestimmande. Detta inne-

bir att patienter ska fi individuellt anpassad information om vérden och att virden si

langt som mojligt ska utformas och genomf6ras i samrdd med patienten. En grundregel

inom hilso- och sjukvérden dr (om det inte rér sig om tvangsvard) att atgirder endast
ska genomforas med informerat samtycke fran patienten och att den patient som ir for-
mogen att fatta beslut har ritt att sdga nej till en dtgird, dven om patienten anses ha

behov av den.

For den som anses vara of6rmdgen att fatta beslut (tillfilligt eller permanent) finns olika

sdtt att nirma sig fragan. I vissa fall kan nirstiende konsulteras, men det ska betonas att

nirstdende normalt inte har beslutanderitt om det rér sig om vuxna patienter. En annan

viktig aspekt kan vara att patienten endast bor stillas inf6r valméjligheter som ir rele-

vanta och som hen kan/vill ta stillning till. Kan dtgirden siledes leda till problem med

att respektera det informerade samtycket? Nagra exempel pa fragor att stilla for att gora

en sddan bedomning kan vara:

*  Medfor dtgirden speciella utmaningar nir det giller att ge information?

* Anvinds atgirden under férhillanden ddr patienter inte kan ge sitt informerade sam-
tycke pa grund av tillfillig eller permanent beslutsof6rmaga?

* Iden min det handlar om att patienter som ir oférmégna att fatta beslut, kan nir-
staende eller annan tredje part vara tvungna att stillas i en svar beslutssituation om

dtgirden anvinds?

Fraga 7 — Integritet: Hur inverkar atgarden pa patienters
och narstaendes fysiska och personliga integritet?

I HSL sdgs det att virden ska bygga pa respekt for patientens integritet. Detta kan kopp-
las till patientens sjilvbestimmande eftersom grinsen for en persons integritet normalt
bor dras av personen sjilv (i den man det dr majligt). Men det kan dven kopplas till
patientens potentiella sirbarhet som kriver att vi agerar med varsamhet dven i de fall

ndr patienten inte kan bestimma eller uppritthalla sina grinser.

Integritet inbegriper en persons fysiska integritet, vilket dven kan kallas personens fysiska
privata sfir, samt en persons personliga integritet. Den fysiska integriteten inbegriper

bland annat sidant som ingrepp pa/i kroppen, intima dtgirder, ingrepp i hemmiljon eller
i den rumsliga sfir som omger personen, eller hantering av privata tillhérigheter. Den per-
sonliga integriteten inbegriper bland annat hantering av kinslig information om personen

och dennes nirmaste sfir.
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Exempel pa fragor:

* Innebir dtgirden ett storre eller mindre ingrepp i patientens fysiska sfir i jimforelse
med alternativa dtgérder och 4r detta rimligt fr att uppna dtgirdens mal?

* Déiverkar dtgirden patienters mojlighet att ha kontroll 6ver kinslig information?

*  Forutsitter atgirden informationsspridning eller informationsinhimtning angende
patienter utéver den som normalt sker inom hilso- och sjukvirden?

* Forutsitter dtgirden samverkan och informationsdelning med professionella grupper
utanfor hilso- och sjukvérden? Ar hanteringen av kinslig information rimlig, givet
dtgdrdens mal?

* Innebir dtgirden ingrepp pa tredje parts fysiska eller personliga integritet?

Fraga 8 — Kostnadseffektivitet: Ar balansen mellan
atgardens kostnader och effekter rimlig?

Enligt den etiska plattformens kostnadseffektivitetsprincip ska det finnas en rimlig rela-
tion mellan en atgirds kostnader och dess effekter. Detta bor bedomas i relation till den

dtgird som den aktuella dtgirden dr tinke att ersitta.

Vad som ir en rimlig relation finns det dock inte ett definitivt svar pa och enligt platt-
formen ska bedomningen péverkas av svérighetsgraden for det aktuella tillstindet (se

fraga 3). I detta sammanhang ska alltsd den hilsoekonomiska utvirderingen dven stillas
i relation till 6vriga etiska aspekter. For att undvika en ineffektiv fordelning av resurser
bor paverkan pé samhillets olika sektorer beaktas i analysen. Fér metodologisk vigled-
ning av hur en hilsoekonomisk utvirdering bor goras hinvisas till SBU:s handbok for

utvirdering av metoder i hilso- och sjukvirden [5] och Tandvérds- och likemedelsfor-

mansverkets allminna rid om ekonomiska utvirderingar [9].

Sammanfattning: Ar anvindningen av 4tgirden férenlig med
gallande etiska varden (utifran svaren i fraga 5-8)?

I ljuset av hur man besvarat friga 5—8 behover det goras en helhetsbedomning av hur

den potentiella anvindningen av dtgirden paverkar gillande etiska virden och om man

bor dverviga vissa grinser for atgirdens anvindning. Exempel pé fragor att stilla vid en
sidan beddmning kan vara:

* Finns det starka etiska skil som talar for att dtgirden kan anvindas inom hilso- och
sjukvirden utan inskrinkningar?

* Finns det skil som talar for att atgirden endast bor anvindas efter att man hanterat
ett antal etiska aspekter? I sa fall vilka, och hur bor de hanteras? Som sades ovan kan
svensk lagstiftning, deklarationer, riktlinjer etcetera ge viss vigledning hir.

e Kan anvindningen av atgirden kriva lagstiftningsforindringar?

* Finns det starka etiska skal till att inte anviinda dtgérden i hilso- och sjukvirden?

ETISKA ASPEKTER PA ATGARDER INOM HALSO- OCH SJUKVARDEN 9:9



Strukturella faktorer med etiska implikationer

Fradga 9 — Resurser och organisation: Finns det resursmassiga
och/eller organisatoriska begransningar som kan paverka
vilka som far tillgang till &tgdrden eller som kan leda till att
annan vard far mindre utrymme om atgarden anvands?

Eftersom de hilso- och sjukvardsresurser (exempelvis finansiella medel, kompetens och
tillgdng till relevant utrustning) som finns tillgingliga paverkar mojligheten att anvinda
dtgirden, bor det bedomas om det finns resursmissiga begrinsningar som kan paverka
patienters tillgang till dtgirden. Likasi bor det beddmas om anvindningen kan leda till
effekter i andra delar av hilso- och sjukvardssystemet som kan paverka patienters tillging
till vard negativt. Nagra exempel pa fragor att stilla hir kan vara:

* Finns tillgang till resurser for att kunna anvinda atgirden jimlikt 6ver landet?

* Kan anvindningen av dtgirden leda till undantringningseffekter pa annan lika
eller mer angeldgen vérd pa grund av begrinsade finansiella, utrustningsmassiga
eller kompetensmissiga resurser?

* Kan andra organisatoriska svirigheter betriffande att anvinda atgirden leda till

ojimlikheter nir det giller tillgingen till dtgérden?

Fraga 10 — Professionella varderingar: Kan varderingar inom
berdrda vardprofessioner paverka anvandningen av atgarden
och darmed leda till en ojamlik tillgang till den?

For att dtgdrden ska kunna anvindas krivs det att berdrda vardprofessioner inte motsit-

ter sig den. Om det finns virderingar som gor att atgirden inte anvinds kan det gora att
tillgingen till den blir ojimlik. Virderingarna kan rora sjilva atgirden, men kan dven
handla om att anvindningen av atgirden forindrar den professionella rollen pa ett sitt

som berorda professioner motsitter sig. Finns det virderingar inom de professioner som
berérs av atgirden som skulle kunna férhindra anvindningen? Nagra exempel pa fragor
att stilla hir kan vara:

* Finns det virderingar kring atgirden som sidan?

 Finns det virderingar kring vad dtgirden kan innebira for olika professioners roll

och identitet?

Frdga 11 — Sdrintressen: Finns det sarintressen som kan paverka
anvandningen av atgarden och darmed leda till en ojamlik tillgang till den?

En faktor som kan péverka anvindningen av en dtgird 4r om det finns grupper som har
sarintressen kopplade till tgirden. Dessa grupper kan vara positivt instillda och dirmed
driva pa en anvindning av atgirden som overstiger det som anses rimligt, givet bed6m-
ningen ovan. Det kan 4ven handla om grupper som ir negativt instéllda till dtgirden

eller som 4r intresserade av att alternativa atgirder anvinds istillet. I detta sammanhang
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ar det viktigt att papeka att det i den etiska plattformen for prioritering tas stillning emot

att varden drivs av efterfrigan fran patienter och andra grupper.

Exempel pé fragor:

* Finns det grupper, till exempel vetenskapliga, professionella, kommersiella, religiosa,
kulturella eller andra, som utifran sina intressen och virderingar kan péaverkas av
eller ha synpunkter pa anvindandet av dtgirden? Har de mojlighet att paverka in-
forandet av dtgirden?

*  Drivs anvindningen av atgirden snarare av patientgruppers eller tredje parts efter-

fragan dn av ett konstaterat behov?

Sammanfattning: Finns det skal att tro att en jamlik tillgang till atgdrden
eller andra atgarder kan forsvaras pa grund av strukturella faktorer
(utifran svaren i fraga 9-11)?

Under denna friga gors en sammanfattning av om det kan finnas strukturella faktorer
som kan leda till en ojamlik tillging till dtgdrden eller annan véird (utifran svar i friga

9-11).
Langsiktiga etiska konsekvenser

Fraga 12 — Langsiktiga etiska konsekvenser: Kan anvandningen
av atgarden fa mer langsiktiga etiska konsekvenser?

Aven om svaren pa de ovanstiende frigorna skulle tyda pa att dtgirden inte har nigra
storre etiska problem i sig eller att inga storre problem kommer att uppsta vid anvind-
ning av dtgirden — kan den leda till en utveckling som pd lingre sikt leder till problema-
tiska etiska konsekvenser. Ndgra exempel pa frigor att stilla hir kan vara:

* Finns det en risk att anvindningen av atgirden kan sprida sig till andra omriden
ddr den dr mer problematisk eller att det sker indikationsglidningar som kan vara
problematiska?

 Finns det risk for mer langtgiende undantringningseffekter som i sin tur kan pé-
verka attityder gentemot atgirden eller den patientgrupp den riktar sig till (jimfor
med friga 9 som tittar pa detta mer kortsiktigt)?

* Finns det risk for att anvindningen av dtgirden kan leda till mer langsiktiga proble-
matiska attitydforindringar (jimfor med friga 5 som tittar pa detta mer kortsiktigt)?

* Finns det en risk for att anvindningen av atgirden leder till en mer langsiktig nega-
tiv paverkan pa folkhilsan eller pa miljon i stort (jimf6r med fraga 4 som tittar pa
detta mer kortsiktigt)?

* Kan anvindningen av atgirden eller dess langsiktiga effekter paverka tilliten till

hilso- och sjukvirden?
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Sammanfattning av de etiska fragorna

Efter att man har gatt igenom ovanstiende frigor bor de etiska frigorna sammanfattas

pa ett overskadligt sit.

Hur kan de etiska fragorna relaterade till &tgiarden sammanfattas?

Utifrdn hur man besvarat frigorna 1-12 gors en sammanfattning av de etiska aspekter

som identifierats genom att stilla upp det pa foljande sitt:

Vilka etiska skil talar emot att anvinda dtgirden? Lista dessa skal.

Vilka etiska skil talar for att anvinda dtgirden? Lista dessa skal.

Ar det majligt att forindra dcgirden, eller omstindigheter kring dess anvindande,

som leder till att eventuella etiska invindningar kan hanteras?
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