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Causes of death
*[I]A. Alvarez *et al.*, “Patient outcomes after surgeryin 17 Latin American countries (LASOS): a 7 day prospective cohort study,” *Lancet Glob. Health*,vol. 13,no. 4, pp. €635-¢645, Apr. 2025, doi: 10.1016/S2214-109X(24)00558-8.
*#[2]C. ] Pérez-Rivera et al., “Colombian surgical outcomes study insights on perioperative mortalityrate,a main indicator of the Lancet Commission on Global Surgery—a prospective cohort study,”_Lancet Reg. Health Am._, eCollection Oct. 2024, Art. no. 100862, doi: 10.1016/j.lana.2024.100862.
#/3]D.Nepogodiev,J. Martin, B. Biccard, A. Makupe, A. Bhangu et al., ,Globalburden of postoperative death*, 7he Lancet,Bd.393, Nr. 10170, S.401, 2. Feb.2019,d0i: 10.1016/S0140-6736(18)33139-8.
_'.¢ o o Digitale
L FortschrittsHubs
o) T. Bergmann $8, 2, Gesundhet WHRA HOCHSCHULE

MiHUBx



Frfassung
postoperativer
Patientendaten

Notwendigkeit und offene Fragen




Traditionelle Messwerte
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Perioperative Mortality Rate (POMR): A Global Indicator
of Access to Safe Surgery and Anaesthesia

David A. Watters - Michael J. Hollands - Russell L. Gruen - Kiki Maoate -
Haydn Perndt + Robert J. McDougall - Wayne W. Morriss *+ Viliami Tangi -
Kathleen M. Casey - Kelly A. McQueen

“We recommend introducing the perioperative mortality rate (POMR) as an
indicator of access to and safety of surgery and anaesthesia. POMR should be
measured at two time periods: death on the day of surgery and death before
discharge from hospital or within 30 days of the procedure, whichever is sooner.
The rate should be expressed as the

number of deaths (numerator) over the number of procedures (denominator).”

*/4]Meara JG etal,“Global Surgery2030: evidence and solutions for achieving health, welfare,and economic development,” Lancet, vol. 386, n0. 9993, pp. 569-624, Aug. 2015, doi: 10.1016/S0140-6736(15)60160-X
*[5]D. A. Watters *et al.*, “Perioperative mortalityrate (POMR): a globalindicator of access to safe surgeryand anaesthesia,”*World J. Surg.*, vol. 39, n0. 4, pp. 856-864, Apr. 2015,doi: 10.1007/s00268-014-2638-4.
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Traditionelle Messwerte

. POMR 5

. Weitere Tools: TABLE 1. Classification of Surgical Complications
Grade Definition
. CDC (Clavien—Dindo-Classification) « ~TH , _ :
Grade [ Any deviation from the normal postoperative course without the need for pharmacological treatment or
surgical, endoscopic, and radiological interventions
Allowed therapeutic regimens are: drugs as antiemetics, antipyretics, analgetics, diuretics, electrolytes, and
physiotherapy. This grade also includes wound infections opened at the bedside
Grade I Requiring pharmacological treatment with drugs other than such allowed for grade | complications
Blood transfusions and total parenteral nutrition are also included
Grade [11 Requiring surgical, endoscopic or radiological intervention
Grade llla Intervention not under general anesthesia
Grade 111b Intervention under general anesthesia
Grade IV Life-threatening complication (including CNS complications)* requiring IC/ICU management
Grade [Va Single organ dysfunction (including dialysis)
Grade Vb Multiorgan dysfunction
Grade V Death of a patient

Suffix “d”

If the patient suffers from a complication at the time of discharge (see examples in Table 2), the suffix “d”
(for “disability”) is added to the respective grade of complication. This label indicates the need for a
follow-up to fully evaluate the complication.

*Brain hemorrhage, 1schemic stroke, subarrachnoidal bleeding, but excluding transient ischemic attacks.
CNS, central nervous system; IC, intermediate care; ICU, intensive care unit.

*/4]Meara JG etal,“Global Surgery2030: evidence and solutions for achieving health, welfare,and economic development,” Lancet, vol. 386, n0. 9993, pp. 569-624, Aug. 2015, doi: 10.1016/S0140-6736(15)60160-X

*[5]D. A. Watters *et al.*, “Perioperative mortalityrate (POMR): a globalindicator of access to safe surgeryand anaesthesia,”*World J. Surg.*, vol. 39, n0. 4, pp. 856-864, Apr. 2015,doi: 10.1007/s00268-014-2638-4.

*6]D. Dindo, N. Demartines,und P. A. Clavien,,Classification of surgical complications:a new proposal with evaluation in a cohort of 6 336 patients and results of a survey*, *Annals of Surgery*, Bd. 240, Nr. 2, S. 205-213, Aug. 2004, d0i:10.1097/01.51a.0000133083.54934 .ae.
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Traditionelle Messwerte

Patient Complications Grade of Complication ~ Weights (MRVphys x MRVpa)  CCI
° A. Single complication
POMR -5 Patient | Nausea and vomiting 1 300 (15 x 20) 8.7
Patient 2 Pneumonia I 1750 (35 x 50) 20.9
Patient 3 Pneumothorax lla 2750 (50 x 55) 26.2
. Patient 4 Fascia dehiscence 1IIb 4550 (65 x 70) 337
o Weitere Tools: Patient 5 Acute renal failure Va 7200 (80 x 90) 24
Patient 6 Anastomotic insufficiency IVb 8550 (90 x 95) 46.2
o g b 3 B. Multiple complications

0 CDC (Clavien—-Dindo-Classification) « Paticat 7 Pt cffcecbali il I 300 173

Nausea and vomiting I 300

: L ' Hematoma I 300

- CCI (Comprehensive Complication Index) « viion i1} I o
Patient 8 Nausea and vomiting I 300 30.8

Pneumonia I 1750

Urinary tract infection I 1750
Patient 9 Wound infection I 300 40.5

Urinary tract infection I 1750

Gastric ulcer I 1750

Pneumothorax IE] 2750
Patient 10 Pneumonia I 1750 56.1

Arterial hypertension I 1750

Anastomotic insufficiency 1IIb 4550

Gastric ulcer perforation 1IIb 4550
Patient 11 Wound infection I 300 88.6

Urinary tract infection I 1750

Deep venous thrombosis I 1750

Gastric ulcer bleeding Illa 2750

Pleura empyema 1IIb 4550

Anastomotic insufficiency IIIb 4550

Stroke IVa 7200

Central line infection with septic shock IVb 8550

Example of the CCI calculated for patient 9: CCI = \/(300 + 1750 4+ 1750 4 2750)/2 = 40.5.
Death is arbitrarily defined with a CCI of 100.
ARDS indicates adult respiratory distress syndrome.

*/4]Meara JG etal,“Global Surgery2030: evidence and solutions for achieving health, welfare,and economic development,” Lancet, vol. 386, n0. 9993, pp. 569-624, Aug. 2015, doi: 10.1016/S0140-6736(15)60160-X

*[5]D. A. Watters *et al.*, “Perioperative mortalityrate (POMR): a globalindicator of access to safe surgeryand anaesthesia,”*World J. Surg.*, vol. 39, n0. 4, pp. 856-864, Apr. 2015,doi: 10.1007/s00268-014-2638-4.

*6]D. Dindo, N. Demartines,und P. A. Clavien,,Classification of surgical complications:a new proposal with evaluation in a cohort of 6 336 patients and results of a survey*, *Annals of Surgery*, Bd. 240, Nr. 2, S. 205-213, Aug. 2004, d0i:10.1097/01.51a.0000133083.54934 .ae.
*#[7]K. Slankamenac, R. Graf, J. Barkun, M. A. Puhan, und P.-A. Clavien, “The Comprehensive Complication Index: ANovel Continuous Scale to Measure Surgical Morbidity,” Ann. Surg., Bd. 258, Nr. 1, S. 1-7, Juli2013, doi: 10.1097/SLA.0b013¢318296¢732.
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Traditionelle Messwerte

. POMR 5

. Weitere Tools:

. CDC (Clavien—Dindo-Classification) «

- CCI (Comprehensive Complication Index)

. POSSUM (Physiological and Operative Severity Score for the
enUmeration of Mortality and morbidity) -«

. P-POSSUM (Portsmouth-POSSUM) =

prdoperativer Zustand

POSSUM LnR/(1 —R)|= —7e04 +(0e13 x PS)
+(0e16 x OS)

P - POSSUM Ln[R/(1 —R)|= —9e065+(0e 1692 x PS)
+(0 0155 x OS)

Operationsschwere

*/4]Meara JG etal,“Global Surgery2030: evidence and solutions for achieving health, welfare,and economic development,” Lancet, vol. 386, n0. 9993, pp. 569-624, Aug. 2015, doi: 10.1016/S0140-6736(15)60160-X

*[5]D. A. Watters *et al.*, “Perioperative mortalityrate (POMR): a globalindicator of access to safe surgeryand anaesthesia,”*World J. Surg.*, vol. 39, n0. 4, pp. 856-864, Apr. 2015,doi: 10.1007/s00268-014-2638-4.

*6]D. Dindo, N. Demartines,und P. A. Clavien,,Classification of surgical complications:a new proposal with evaluation in a cohort of 6 336 patients and results of a survey*, *Annals of Surgery*, Bd. 240, Nr. 2, S. 205-213, Aug. 2004, d0i:10.1097/01.51a.0000133083.54934 .ae.
*#[7]K. Slankamenac, R. Graf, J. Barkun, M. A. Puhan, und P.-A. Clavien, “The Comprehensive Complication Index: ANovel Continuous Scale to Measure Surgical Morbidity,” Ann. Surg., Bd. 258, Nr. 1, S. 1-7, Juli2013, doi: 10.1097/SLA.0b013¢318296¢732.

*8]S. Scott, . N. Lund, S. Gold, R. Elliott, M. Vater, M. P. Chakrabarty, T. P. Heinink, and J. P. Williams, “An evaluation of POSSUM and P-POSSUM scoring in predicting post-operative mortalityin a levell criticalcare setting,”*BMC Anesthesiology*, vol. 14, art. no. 104, Nov. 2014, doi:10.1186/1471-2253-14-104.
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Traditionelle Messwerte

C POMR 4,57 Reicht das?

. Weitere Tools:

. CDC (Clavien—Dindo-Classification) «

- CCI (Comprehensive Complication Index)

. POSSUM (Physiological and Operative Severity Score for the
enUmeration of Mortality and morbidity) -«

. P-POSSUM (Portsmouth-POSSUM) =

*/4]Meara JG etal,“Global Surgery2030: evidence and solutions for achieving health, welfare,and economic development,” Lancet, vol. 386, n0. 9993, pp. 569-624, Aug. 2015, doi: 10.1016/S0140-6736(15)60160-X

*[5]D. A. Watters *et al.*, “Perioperative mortalityrate (POMR): a globalindicator of access to safe surgeryand anaesthesia,”*World J. Surg.*, vol. 39, n0. 4, pp. 856-864, Apr. 2015,doi: 10.1007/s00268-014-2638-4.

*6]D. Dindo, N. Demartines,und P. A. Clavien,,Classification of surgical complications:a new proposal with evaluation in a cohort of 6 336 patients and results of a survey*, *Annals of Surgery*, Bd. 240, Nr. 2, S. 205-213, Aug. 2004, d0i:10.1097/01.51a.0000133083.54934 .ae.
*#[7]K. Slankamenac, R. Graf, J. Barkun, M. A. Puhan, und P.-A. Clavien, “The Comprehensive Complication Index: ANovel Continuous Scale to Measure Surgical Morbidity,” Ann. Surg., Bd. 258, Nr. 1, S. 1-7, Juli2013, doi: 10.1097/SLA.0b013¢318296¢732.

*8]S. Scott, . N. Lund, S. Gold, R. Elliott, M. Vater, M. P. Chakrabarty, T. P. Heinink, and J. P. Williams, “An evaluation of POSSUM and P-POSSUM scoring in predicting post-operative mortalityin a levell criticalcare setting,”*BMC Anesthesiology*, vol. 14, art. no. 104, Nov. 2014, doi:10.1186/1471-2253-14-104.
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Traditionelle Messwerte

C POMR 4,57 Reicht das?

. Weitere Tools: 0 geringe Aussagekraft zu funktioneller Erholung, Symptome,
Rollenfunktion und gesundheitsbezogene Lebensqualitdt

. CDC (Clavien—Dindo-Classification) « (HRQoL) in den Wochen/Monaten nach OP

- CCI (Comprehensive Complication Index)

. POSSUM (Physiological and Operative Severity Score for the
enUmeration of Mortality and morbidity) -«

. P-POSSUM (Portsmouth-POSSUM) =

*/4]Meara JG etal,“Global Surgery2030: evidence and solutions for achieving health, welfare,and economic development,” Lancet, vol. 386, n0. 9993, pp. 569-624, Aug. 2015, doi: 10.1016/S0140-6736(15)60160-X
*[5]D. A. Watters *et al.*, “Perioperative mortalityrate (POMR): a globalindicator of access to safe surgeryand anaesthesia,”*World J. Surg.*, vol. 39, n0. 4, pp. 856-864, Apr. 2015,doi: 10.1007/s00268-014-2638-4.
*f6]D. Dindo, N. Demartines,und P. A. Clavien, ,Classification of surgical complications:a new proposal with evaluation in a cohort of 6 336 patients and results of a survey*, *Annals of Surgery*, Bd. 240, Nr. 2, S. 205-213, Aug. 2004, d0i:10.1097/01.51a.0000133083.54934.ac.
*#[7]K. Slankamenac, R. Graf, J. Barkun, M. A. Puhan, und P.-A. Clavien, “The Comprehensive Complication Index: ANovel Continuous Scale to Measure Surgical Morbidity,” Ann. Surg., Bd. 258, Nr. 1, S. 1-7, Juli2013, doi: 10.1097/SLA.0b013¢318296¢732.
*8]S. Scott, . N. Lund, S. Gold, R. Elliott, M. Vater, M. P. Chakrabarty, T. P. Heinink, and J. P. Williams, “An evaluation of POSSUM and P-POSSUM scoring in predicting post-operative mortalityin a levell criticalcare setting,”*BMC Anesthesiology*, vol. 14, art. no. 104, Nov. 2014, doi:10.1186/1471-2253-14-104.
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Traditionelle Messwerte

. POMR 5

. Weitere Tools:

. CDC (Clavien—Dindo-Classification) «

- CCI (Comprehensive Complication Index)

. POSSUM (Physiological and Operative Severity Score for the
enUmeration of Mortality and morbidity) -«

. P-POSSUM (Portsmouth-POSSUM) =

Reicht das?

0 geringe Aussagekraft zu funktioneller Erholung, Symptome,
Rollenfunktion und gesundheitsbezogene Lebensqualitdt
(HRQoL) in den Wochen/Monaten nach OP

—>Komplikationen # Lebensqualitét

wir miissen die Patientensichtsystematisch miterheben —
Mortalitdt allem verfehlt das Wesentliche

*/4]Meara JG etal,“Global Surgery2030: evidence and solutions for achieving health, welfare,and economic development,” Lancet, vol. 386, n0. 9993, pp. 569-624, Aug. 2015, doi: 10.1016/S0140-6736(15)60160-X

*[5]D. A. Watters *et al.*, “Perioperative mortalityrate (POMR): a globalindicator of access to safe surgeryand anaesthesia,”*World J. Surg.*, vol. 39, n0. 4, pp. 856-864, Apr. 2015,doi: 10.1007/s00268-014-2638-4.

*6]D. Dindo, N. Demartines,und P. A. Clavien,,Classification of surgical complications:a new proposal with evaluation in a cohort of 6 336 patients and results of a survey*, *Annals of Surgery*, Bd. 240, Nr. 2, S. 205-213, Aug. 2004, d0i:10.1097/01.51a.0000133083.54934 .ae.
*#[7]K. Slankamenac, R. Graf, J. Barkun, M. A. Puhan, und P.-A. Clavien, “The Comprehensive Complication Index: ANovel Continuous Scale to Measure Surgical Morbidity,” Ann. Surg., Bd. 258, Nr. 1, S. 1-7, Juli2013, doi: 10.1097/SLA.0b013¢318296¢732.

*8]S. Scott, . N. Lund, S. Gold, R. Elliott, M. Vater, M. P. Chakrabarty, T. P. Heinink, and J. P. Williams, “An evaluation of POSSUM and P-POSSUM scoring in predicting post-operative mortalityin a levell criticalcare setting,”*BMC Anesthesiology*, vol. 14, art. no. 104, Nov. 2014, doi:10.1186/1471-2253-14-104.
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Traditionelle Messwerte

. POMR 5

. Weitere Tools:

. CDC (Clavien—Dindo-Classification) «

- CCI (Comprehensive Complication Index)

. POSSUM (Physiological and Operative Severity Score for the
enUmeration of Mortality and morbidity) -«

. P-POSSUM (Portsmouth-POSSUM) =

Reicht das?

0 geringe Aussagekraft zu funktioneller Erholung, Symptome,
Rollenfunktion und gesundheitsbezogene Lebensqualitdt
(HRQoL) in den Wochen/Monaten nach OP

—>Komplikationen # Lebensqualitét

wir miissen die Patientensichtsystematisch miterheben —
Mortalitdt allem verfehlt das Wesentliche

*/4]Meara JG etal,“Global Surgery2030: evidence and solutions for achieving health, welfare,and economic development,” Lancet, vol. 386, n0. 9993, pp. 569-624, Aug. 2015, doi: 10.1016/S0140-6736(15)60160-X

*[5]D. A. Watters *et al.*, “Perioperative mortalityrate (POMR): a globalindicator of access to safe surgeryand anaesthesia,”*World J. Surg.*, vol. 39, n0. 4, pp. 856-864, Apr. 2015,doi: 10.1007/s00268-014-2638-4.

*6]D. Dindo, N. Demartines,und P. A. Clavien,,Classification of surgical complications:a new proposal with evaluation in a cohort of 6 336 patients and results of a survey*, *Annals of Surgery*, Bd. 240, Nr. 2, S. 205-213, Aug. 2004, d0i:10.1097/01.51a.0000133083.54934 .ae.
*#[7]K. Slankamenac, R. Graf, J. Barkun, M. A. Puhan, und P.-A. Clavien, “The Comprehensive Complication Index: ANovel Continuous Scale to Measure Surgical Morbidity,” Ann. Surg., Bd. 258, Nr. 1, S. 1-7, Juli2013, doi: 10.1097/SLA.0b013¢318296¢732.

*8]S. Scott, . N. Lund, S. Gold, R. Elliott, M. Vater, M. P. Chakrabarty, T. P. Heinink, and J. P. Williams, “An evaluation of POSSUM and P-POSSUM scoring in predicting post-operative mortalityin a levell criticalcare setting,”*BMC Anesthesiology*, vol. 14, art. no. 104, Nov. 2014, doi:10.1186/1471-2253-14-104.
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Patientenzentrierter Ansatz o R

How have you been feeling in the last 24 hours?

Va lide Me ssun g von Erh 0 lun g & ]'_'eb ens qu a lit ﬁ t ? (0 to 10, where: 0 = none of the time [poor] and 10 = all of the time [excellent])

1. Able to breathe easily None of All of
thetme 0 1 2 3 4 5 6 7 8 9 10 thetime
7 g g 2. Been able to enjoy food None of All of
- PROs, Patient Reported Outcomes sind Therapieerfolge, S L EL
die durch den Patienten selbst dokumentiert werden & Pl oL e
4. Have had a good sleep None of All of
. thetme 0 1 2 3 4 5 6 7 8 9 10 thetime
. -15 @Q -15)
QO R 1 5 ua llty 0 f Re cove ry 1 5 K 5. Able to look after personal None of All of
toilet and hygiene unaided thetme 0 1 2 3 4 5 6 7 8 9 10 thetime
6. Able to communicate with None of All of
family or friends thetime 0 1 2 3 4 5 6 7 8 9 10 thetime
7. Getting support from hospital  None of All of
doctors and nurses thetme 0 1 2 3 4 5 6 7 8 9 10 thetime
8. Able to return to work or None of All of
usual home activities thetme 0 1 2 3 4 5 6 7 8 9 10 thetime
9. Feeling comfortable and in None of All of
control thetme 0 1 2 3 4 5 6 7 8 9 10 thetime
10. Having a feeling of general None of All of
well-being thetme 0 1 2 3 4 5 6 7 8 9 10 thetime
PART B

Have you had any of the following in the last 24 hours?

(10 to 0, where: 10 = none of the time [excellent] and 0 = all of the time [poor])

11. Moderate pain None of Al of
thetime 100 9 8 7 6 5 4 3 2 1 O thetime
12. Severe pain None of All of
thetme 10 9 8 7 6 5 4 3 2 1 0 thetime
13. Nausea or vomiting None of All of
the fimes105=9_ =877 =2 655 =40 SR 2BRE 15, 0L the time
14. Feeling worried or anxious None of All of
#9] P. A. Stark, P. S. Myles,and J. A. Burke, “Developmentand psychometric evaluation of a postoperative quality of recoveryscore: the QoR-15,"*Anesthesiology*, vol. 118, n0. 6, pp. 1332-1340, Jun. 2013, d0i:10.1097/ALN.0b013e¢318289b84b. thetime 10 9 8™ 7561 5 43N OS] 0 the time
15. Feeling sad or depressed None of All of
thetime 10 9 8 7 6/ 5 4" 3 2 1 O thetime
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Patientenzentrierter Ansatz

Valide Messung von Erholung & Lebensqualitidt?

> PROs, Patient Reported Outcomes sind Therapieerfolge,
die durch den Patienten selbst dokumentiert werden

* QoR-15 (Quality of Recovery-15)

*  QLQ (Quality of Life Questionnaire)
 z.B. EORTC QLQ-C30 (European Organisation
for Research and Treatment of Cancer Quality
of Life Questionnaire)

Scale Number Item Version 3.0
ofitems range*  Item numbers

Global health status / QoL
Global health status/QoL (revised)’

Functional scales
Physical functioning (revised)'
Role functioning (revised)’
Emotional functioning
Cognitive functioning

Social functioning

Symptom scales / items
Fatigue

Nausea and vomiting

Pamn

Dyspnoea

Insomnia

Appetite loss

Constipation

Diarrhoea

Financial difficulties

*[9] P.A.Stark,P.S. Myles,and J. A. Burke, “Developmentand psychometricevaluation ofa postoperative quality of recoveryscore: the QoR-15,”*Anesthesiology*,vol. 118,n0.6, pp. 1332-1340, Jun. 2013, d0i:10.1097/ALN.0b013¢318289b84b.

*[10]P. M. Fayers, N. Bjordal, K. Groenvold, M. Curran, and A. Bottomley, *EORTC QLQ-C30 Scoring Manual*, 3rd ed., Brussels, Belgium: European Organisation for Research and Treatmentof Cancer,2001, ISBN 2-930064-22-6.

5 T.Bergmann

QL2 2 6 29, 30
PF2 5 3 1to5
RF2 2 3 6,7
EF 4 3 21 to 24
CF 2 3 20525
SF 2 3 26, 27
FA 3 3 10, 12, 18
NV 2 3 14, 15
PA 2 3 9,19
DY 1 3 8
SL 1 3 11
AP 1 3 13
CO 1 3 16
DI | 3 17
FI 1 3 28
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Patientenzentrierter Ansatz

Valide Messung von Erholung & Lebensqualitidt?

g ) ' S Dimensionen 5 Levels
> PROs, Patient Reported Outcomes sind Therapicerfolge,
die durch den Patienten selbst dokumentiert werden Mobilitat Level 1: keine Probleme/ Schmerzen/ Angste
. Selbstversorgung Level 2: leichte Probleme/ Schmerzen/ Angste
* QOR_I 5 (Quahty of Recove I'y-l 5) < alltigliche Titigkeiten Level 3: miBige Probleme/ Schmerzen/ Angste
: g 5 A Schmerzen / Beschwerden Level 4: groBe Probleme/ Schmerzen/ Angste
* QLQ (Quality of Life Questionnaire) -
i . Angst / Niedergeschlagenheit Level 5: extreme Probleme/ Schmerzen/ Angste
 z.B. EORTC QLQ-C30 (European Organisation

for Research and Treatment of Cancer Quality l
of Life Questionnaire)

g } . y 3125 (5%) verschiedene Gesundheitszustinde
« EQ-5D-5L (European Quality of Life 5 Dimensions, 5 &
Level version ...

*[9] P.A.Stark,P.S. Myles,and J. A. Burke, “Developmentand psychometricevaluation ofa postoperative quality of recoveryscore: the QoR-15,”*Anesthesiology*,vol. 118,n0.6, pp. 1332-1340, Jun. 2013, d0i:10.1097/ALN.0b013¢318289b84b.
*[10]P. M. Fayers, N. Bjordal, K. Groenvold, M. Curran, and A. Bottomley, *EORTC QLQ-C30 Scoring Manual*, 3rd ed., Brussels, Belgium: European Organisation for Research and Treatmentof Cancer,2001, ISBN 2-930064-22-6.

#{11JM. Herdman, C. Gudex, A. Lloyd, M. F. Janssen, P. Kind, D. Parkin, G. Bonsel,and X Badia, “Developmentand preliminarytesting of the new five-levelversion of EQ-5D (EQ-5D-5L),”*Quality of Life Research*,vol. 20, no. 10, pp. 1727-1736, Dec. 2011, d0i:10.1007/s11136-011-9903 -x.
*#[12]A. Boateng-Kuffour, H. Skrobanski, I. Drahos, P. Kohli, K. Forster, S. Acaster,Z. Pakbaz, N. Li,and K. Williams, “Appropriateness of the EQ-5D-5Lin capturing health-related quality of life in individuals with transfusion-dependent p-thalassemia:a mixed methods study,” Health and QualityofLife Outcomes,vol. 22, art.no. 54,2024, doi: 10.1186/512955-024-02265-8.
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Patientenzentrierter Ansatz

Valide Messung von Erholung & Lebensqualitidt?

BJ ‘3\ British Journal of Anaesthesia, 128 (1): 174—185 (2022)
i

- PROs, Patient Reported Outcomes sind Therapieerfolge,
die durch den Patienten selbst dokumentiert werden

dod: 10.1016/).bja.2021.09.027
Advance Access Publication Date: 2 Novernber 2021

Quality and Patent Safety

* QoR-15 (Quality of Recovery-15)

QUALITY AND PATIENT SAFETY

NE ; - : ! : - . F A
. ality of Life estionnaire Core OQutcome Measures for Perioperative and Anaesthetic Care
(COMPAC): a modified Delphi process to develop a core outcome set

S z.B. EORTC QLQ-C30 (European Orgamsatlon for trials in perioperative care and anaesthesia
fO Tr Re S€a rCh an d Tre atment o f Ca ncer Qu a hty Oliver Boney***, S. Ramani Moonesinghe ', Paul 5. Myles”, Michael P. W. Grocott*”, and the
. . . StEP-COMPAC group
of Life Questionnaire) 4w

!Surgical Outcomes Research Centre, University College Hospital, London, UK, *Health Services Research Centre,
5 o o 5 Mational Institute of Academic Anaesthesia, Royal College of Anaesthetists, London, UK, *Department of Anaesthesiclogy
[ EQ -5 D-SL (Eu Tro p can Qu a llty (@) f Llfe 5 Dl[ Ncnsions - 5 and Perioperative Medicine, Alfred Hospital and Monash University, Melbourne, VIC, Australia, *Integrative Physislogy
= and Critical Illness Group, Clinical and Experimental Sciences, Faculty of Medicine, University of Southampton,
I_E Ve 1 version w11,12] Snl._tﬂ:a:ppmn, U.K and “Perioperative and Critical Care Theme, Southampton NIHR Biomedical Research Cenire,
University Hospital Southampton, Southampton, UK

*Corresponding author. E-mail: aliver boneyl@nhs net

Empfehlung der Compac-Initiative:
* Kernset zur Vergleichbarkeit von Studien (beeinhaltet
kurzfristige und langfristige Erholung) .

*[9] P.A.Stark,P.S. Myles,and J. A. Burke, “Developmentand psychometricevaluation ofa postoperative quality of recoveryscore: the QoR-15,”*Anesthesiology*,vol. 118,n0.6, pp. 1332-1340, Jun. 2013, d0i:10.1097/ALN.0b013¢318289b84b.

*[10]P. M. Fayers,N. Bjordal, K. Groenvold, M. Curran, and A. Bottomley, *EORTC QLQ-C30 Scoring Manual*,3rd ed., Brussels, Belgium: European Organisation for Research and Treatment of Cancer, 2001, ISBN 2-930064-22-6.

#{11JM. Herdman, C. Gudex, A. Lloyd, M. F. Janssen, P. Kind, D. Parkin, G. Bonsel,and X Badia, “Developmentand preliminarytesting of the new five-levelversion of EQ-5D (EQ-5D-5L),”*Quality of Life Research*,vol. 20, no. 10, pp. 1727-1736, Dec. 2011, d0i:10.1007/s11136-011-9903 -x.

*#[12]A. Boateng-Kuffour, H. Skrobanski, I. Drahos, P. Kohli, K. Forster, S. Acaster,Z. Pakbaz, N. Li,and K. Williams, “Appropriateness of the EQ-5D-5Lin capturing health-related quality of life in individuals with transfusion-dependent p-thalassemia:a mixed methods study,” Health and QualityofLife Outcomes,vol. 22, art.no. 54,2024, doi: 10.1186/512955-024-02265-8.

#[13]0.Boney, S. R. Moonesinghe, P. S. Myles, M. P. W. Grocott,and the StEP-COMPAC Group, “Core Outcome Measures for Perioperative and Anaesthetic Care (COMPAC): Amodified Delphiprocess to develop a core outcome set for trials in perioperative care and anaesthesia,”*British Journal of Anaesthesia*, vol. 128, no. 1, pp. 174-185, Jan. 2022, d0i:10.1016/j.bja.2021.09.027.
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Digitale Datenerhebung

Typische Hiirden bei Papier/Telefon

hohe Drop-outs, Verzerrungen .,

Table 2.—. Comparison of Headache Parameters*

Questionnaire Diary
Median 9 9
frequency
Median 65 37
intensity
Median 4 3
duration

PValuet

.24

.00

.00

Correlation

0.16

0.21

0.21

Table 3.—. Percent of Children Scoring in Each Category of Headache Duration

Duration Categories

1 = less than half an hour

2 = between half an hour
and an hour

3 = between an hour and
half a day

4 = between half a day and
aday

S = 1to2days

6 = 2daystoaweek

7 = aweekor longer

Total

*[14JM. van den Brink, E. N. G. Bandell-Hoekstra,and H. H. Abu-Saad, “The occurrence of recallbias in pediatricheadache:a comparison of questionnaire and diary data,” *Headache*,vol. 41,no. 1, pp. 11-20, Jan. 2001, d0i:10.1046/j.1526-4610.2001.111006011.x.

T. Bergmann
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14.4

27|

254

6.1

4.4

100
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Questionnaire

Diary
8.5

11.3

54.2

237/

0.6
0.6

100
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Digitale Datenerhebung

Typische Hiirden bei Papier/Telefon

* hohe Drop-outs, Verzerrungen

ePROs (electronic PROs) verbessern Qualitit &

Geschwindigkeit

 ,digitalerhobene PROs sind schneller, vollstindiger
und kosteneffizienter® .5

Table 5. Data quality of electronic questionnaires compared to their pencil-and-paper

counterpart.

Study and missing data, unanswered questions, or incomplete forms

*[14JM. van den Brink, E. N. G. Bandell-Hoekstra,and H. H. Abu-Saad, “The occurrence of recallbias in pediatricheadache:a comparison of questionnaire and diary data,” *Headache*,vol. 41,no. 1, pp. 11-20, Jan. 2001, d0i:10.1046/j.1526-4610.2001.111006011.x.
#[15] ]. Meirte,N. Hellemans, M. Anthonissen, L. Denteneer, K. Maertens, P. Moortgat,and U. Van Daele, “Benefits and disadvantages of electronicpatient-reported outcome measures: systematic review,”*IMIR Perioperative Medicine*,vol. 3,no. 1, p. e15588, Apr. 2020, doi: 10.2196/15588

6 T. Bergmann

Instrument and outcome unit Electronic Paper P value
Engan et al 2016 [23]
PAM-132, MacNew®, FQ®, EORTCY, QLQ-C30°, HADS'
Megn number of missing answers per 0.55 215 <.001
patient
Shah et al 2016 [35]
EQ-5D9
Mean number of unanswered questions 1.08 1.30 .083
NutriNet Sante questionnaire
Data entry mistakes 0 82
Missing values 0 60
Inconsistent values 0 57
Abnormal values 0 3
Smith et al 2016 [38]
Pssn
Incomplete forms 3 29 <.001
FFI°
Incomplete forms 0 20 <.001
oDl
Incomplete forms 1 10 <.001
AN Digitale
Ltmmmee glle yocHscHULE
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Digitale Datenerhebun

Typische Hiirden bei Papier/Telefon

* hohe Drop-outs, Verzerrungen

ePROs (electronic PROs) verbessern Qualitdt &

Geschwindigkeit

 ,digitalerhobene PROs sind schneller, vollstindiger
und kosteneffizienter .5

 Patienten bevorzugen elektronische Tools s

*[14JM. van den Brink, E. N. G. Bandell-Hoekstra,and H. H. Abu-Saad, “The occurrence of recallbias in pediatricheadache:a comparison of questionnaire and diary data,” *Headache*,vol. 41,no. 1, pp. 11-20, Jan. 2001, d0i:10.1046/j.1526-4610.2001.111006011.x.

Table 1 Sample and evaluable material

Center

Sample and evaluable material Total

Gottingen Munich Berlin
Patients approached to participate 56 23 20 13
Eligible*/distributed devices 37/40 10/10 17/20 10/10
Feedback from patients 30 10 11 9
Feedback from doctors 5 1 1 3
Record sheets from patients 34 10 16 8

*, 3 out of 20 devices from Munich were lost on transport.

"Table 2 Evaluation of the average app usage for the daily recording compared to the total investigation period, treatment centers as mean value

Center
Usage Median in total
Gottingen Munich Berlin
Days of usage 99.5 93.0 103.0 114.0

Days app was used

70.0 (70%)

68.5 (74%)

72.0 (70%) 71.0 (62%)

Several times used/day 4.0 (4%) 7.0 (8%) 4.0 (4%) 2.0 2%)
Table 4 Feedback of patients
Feedback questions

Ranking Mean

User friendliness Would use app again Perceived personal benefit
Very bad (2-) 0 0 0 0
Poor (1-) 0 0 4 (13%) 13%)
Medium (0) 3 (10%) 3 (10%) 9 (30%) 5 (16%)
Good (1+) 13 (43%) 16 (53%) 10 (33%) 13 (43%)
Very good (2+) 13 (43%) 11 (37%) 6 (20%) 10 (33%)

#[15] J. Meirte,N. Hellemans, M. Anthonissen, L. Denteneer, K. Maertens, P. Moortgat,and U. Van Daele, “Benefits and disadvantages of electronic patient-reported outcome measures: systematic review,”*JMIR Perioperative Medicine*,vol. 3,no. 1, p. 15588, Apr. 2020, doi: 10.2196/15588
*[16]E. Basch et al., “Symptom monitoring with patient-reported outcomes during routine cancer treatment:a randomized controlled trial,”*Journal of Clinical Oncology*, vol. 34, no. 6, pp. 557-565, 20 Feb. 2016, d0i:10.1200/JCO.2015.63.0830.
*[17]G. Benze,P. Woehrle, M. Mehnert, A. Weis, T. Séllner, K. Bausewein,and D. Daly, “PROutine: a feasibilitystudy assessing surveillance of electronic patient-reported outcomes and adherence via smartphone app in advanced cancer,”*Annals of Palliative Medicine*, vol. 8, no. 5, pp. 467-479, May 2019.
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Digitale Datenerhebun

Typische Hiirden bei Papier/Telefon

* hohe Drop-outs, Verzerrungen

ePROs (electronic PROs) verbessern Qualitdt &
Geschwindigkeit

 ,digitalerhobene PROs sind schneller, vollstindiger
und kosteneffizienter .y

 Patienten bevorzugen elektronische Tools s

Praxisleitfdden sorgen fiir Validitét
> ISOQOL #[18]y FDA *197

User’s Guide to Implementing
Patient-Reported Outcomes
Assessment in Clinical Practice

Version 2: January 2015

Produced on behalf of the
International Society for Quality of Life Research by

(in alphabetical order):
Neil Aaronsan, PhD
Thomas Elliott, MD

Joanne Greenhalgh, PhD
Michele Halyard, MD
Rachel Hess, MD
Deborah Miller, PhD
Bryce Reeve, PhD
Maria Santana, PhD
Claire Snyder, PhD

- SOQOL

>

#[14]M. van den Brink, E.N. G. Bandell-Hoekstra,and H. H. Abu-Saad, “The occurrence of recallbias in pediatricheadache:a comparison of questionnaire and diary data,”*Headache*,vol. 41,no. 1, pp. 11-20, Jan. 2001, d0i:10.1046/j.1526-4610.2001.111006011 .x.

#[15] J. Meirte,N. Hellemans, M. Anthonissen, L. Denteneer, K. Maertens, P. Moortgat,and U. Van Daele, “Benefits and disadvantages of electronic patient-reported outcome measures: systematic review,”*JMIR Perioperative Medicine*,vol. 3,no. 1, p. 15588, Apr. 2020, doi: 10.2196/15588

*[16]E. Basch et al., “Symptom monitoring with patient-reported outcomes during routine cancer treatment:a randomized controlled trial,”*Journal of Clinical Oncology*, vol. 34, no. 6, pp. 557-565, 20 Feb. 2016, d0i:10.1200/JCO.2015.63.0830.

*[17]G. Benze, P. Woehrle, M. Mehnert, A. Weis, T. Séllner, K. Bausewein,and D. Daly, “PROutine: a feasibilitystudy assessing surveillance of electronic patient-reported outcomes and adherence via smartphone app in advanced cancer,”*Annals of Palliative Medicine*, vol. 8, no. 5, pp. 467479, May 2019
*[18]N. Aaronson, T. Elliott, . Greenhalgh, M. Halyard, R. Hess, D. Miller, B. Reeve,M. Santana,and C. Snyder, Users Guide to Inplementing Patient-Reported Outcomes Assessment in Clinical Practice, Version 2: January 2015, International Society for Quality of Life Research (ISOQOL), 2015.

*/19]U.S. Food and Drug Administration (FDA), Patient-Focused Drug Development: Incorporating Clinical Outcome Assessments Into Endpoints For Regulatory Decision-Making, Guidance for Industry, Food and Drug Administration Staff, and Other Stakeholders, Draft Guidance,U.S. DepartmenlofHealth and Human Services,Center for Drug Evaluation and

Research (CDER), Center for Biologics Evaluation and Research (CBER), Center for Devices and Radiological Health (CDRH), Apr. 2023
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Implementierung
emer
Smartphone-App

zur Durchfiihrung von ¢ePROs bei
Pankreasoperationen




Wissenschaftliche Grundlage

,Psychosomatic Assessment Health Disc*
(PAHD) ..,

*[20]Fazekas et al.“Developmentofa visualtoolto assess six dimensions of health and its validation in patients with endocrine disorders,”Wien Klin Wochenschr, vol. 134, pp. 569-580,2022, d0oi: 10.1007/s00508-021-01809-y..
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Wissenschaftliche Grundlage

,Psychosomatic Assessment Health Disc* 7,\5{('\edenheit Miy
(PAHD) ..,

Spinnendiagramm mit 6 Kern-Dimensionen

 Auswahldurch interdisziplindres
Expertenteam (Endokrinologie, Statistik,
Psychologie, Psychosomatik)

 Kriterien: hohe Relevanz fiir subjektive
Gesundheit und medizinische Beurteilung

» Fokus aufeinfache, schnelle Erhebung

*[20]Fazekas et al.“Developmentofa visualtoolto assess six dimensions of health and its validation in patients with endocrine disorders,”Wien Klin Wochenschr, vol. 134, pp. 569-580,2022, d0i: 10.1007/s00508-021-01809-y..
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Frontent-Teaser

Aufbau

. Modularer Aufbau mit klar getrennten Aktivitdten (Login, Hauptmenii,
Gesundheitscheck, Datenupdate, Kategorien, Radar-Ansicht)

- Verwaltung von Sitzungen & Nutzerdaten iiber interne Manager
. Moderne,benutzerfreundliche Oberfliche mit eigenem Logo & Icons
Mehrsprachigkeit & Flexibilitdt

C Unterstiitzung zahlreicher Sprachen (values-xx) — automatische
Anpassung an Gerédtesprache

. Responsives Design fiir verschiedene Bildschirmgréfen

. Einfach erweiterbar fiir neue Inhalte & Zielgruppen

Vorteile

C Benutzerfreundlich: klare Navigation & modernes Ul

. Skalierbar:neue Module leicht integrierbar

. Datensicherheit: Sitzungs-und Datenmanagement integriert

. Flexibel: einsetzbar fiir Gesundheitsdaten, Bildung oder Aufklirung

. Forschungs-und Evaluationsplattform:auch einsetzbar in
Studienprojekten zur Datenerhebung und Validierung
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Frontent-Teaser

\

Ahndreas Sendler .
Willkommen beim Projekttest U

Marc Ritter

JHealthdisc”
Tommy Bergmann Martin Bartos
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Hohe postoperative
Mortalitat

ein erheblicher Anteil der Todesfalle
weltweit tritt unmittelbar nach
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