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1. Rationale 

The majority of patients undergoing surgery for a solid tumour are over the 
age of 701. About 30% of these patients can be considered frail. They have 
comorbidities and are at a higher risk of developing postoperative 
complications and experience functional loss. So far there is no simple 
screening tool that allows the treating physician to identify those patients 
most at risk of developing postoperative problems. Identifying those at risk 
is a first step in the process towards preventing unnecessary postoperative 
complications such as delirium, cardiovascular complications and overall 
functional loss leading to loss of independency.  
Several tools have been shown to be promising in this respect. The 
Preoperative Assessment of Cancer in the Elderly (PACE) has been shown 
to be predictive of 30 day morbidity2. Poor health in relation to disability 
assessed using the Instrumental Activities of Daily Living (IADL), fatigue 
and performance status (PS) were associated with a 50% increase in the 
relative risk of postoperative complications. Multivariate analysis identified 
moderate/severe fatigue, a dependent IADL and an abnormal PS as the 
most important independent predictors of post-surgical complications.  
Disability assessed by Activities of Daily Living (ADL), IADL and PS were 
associated with an extended hospital stay  
The Groningen Frailty Index (GFI) and Vulnerable Elders Survey (VES) 
have also been developed for this purpose. This GFI is a questionnaire 
consisting of 15 questions and the answer to these questions is scored 0-1, 
the total score ranging from 0-15. The GFI was developed by Prof. J. 
Slaets, a geriatrician working in the University Hospital Groningen, The 
Netherlands. A score over 3 is considered frail. Although the GFI has been 
shown to accurately identify frail patients in a general Dutch hospital 
population3,4, this instrument has yet to be tested in an international 
setting. The VES is a simple method to identify vulnerable older people in a 
general population by a 13 item questionnaire addressing self-reported 
health issues. A score of ≥3 identifies frail people at a 4.2 times risk of 
death or functional decline over a 2-year period.5 It has yet to be tested in 
a surgical patient group.  
There are also several physical performance measures that can be used to 
evaluate the older patient. Of these is the timed “up and go” test has been 
shown to be predictive of adverse outcome6. It is simple to administer and 
involves measuring the time a person needs to get up out of a chair, walk 3 
meters and return to the chair. It has yet to be tested as an assessment 
tool in patients undergoing surgery.  
 

2. Objective  

This study will be performed to test the predictive value of the GFI, the 
VES-13  and the timed “up and go” test compared to components of PACE 
in elderly patients of the age of 70 years and above undergoing surgery for 
a solid tumour.  
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3. Methods 

Inclusion criteria: Patients aged >70 years undergoing elective surgery for 
a solid tumour under general anaesthesia will be included for this study. 
Patients will be stratified according to tumour localisation: intra cavity (e.g. 
colorectal, gynaecological) vs superficial (e.g. breast, head & neck, 
melanoma).  
The combination of components of PACE, the timed “up and go” test, the 
VES-13 and the GFI will be administered to every patient within two weeks 
prior to the surgical procedure. This can be done by a nurse in the 
preoperative clinic and will take approximately 30 minutes. Patient data 
will be recorded during the length of the hospital stay, the patient file will 
be used to retrieve these data. 
Preoperative data: medication used, living situation, comorbidity, 
nutritional status7.  
Perioperative data: type of surgery, duration of anaesthesia, blood loss, 
length of hospital stay, postoperative complications, consultation by other 
specialist.  
Follow up: at the postoperative visit to the outpatient clinic additional data 
on morbidity occurring during the first 30 days postoperatively can be 
recorded as well as any additional specialists that were involved in patient 
care in the first 30 postoperative days. 
 

4. Data Collection 

Data (Appendix 1- 17) will be collected by an interviewer from every 
referring centre. No specific training is required to help the patient through 
the interview. This will take approximately 30 minutes and can easily be 
conducted on the surgical ward, or at the preoperative assessment clinic. A 
research nurse, specialist nurse, or any carer will be capable to collect 
such information as appropriate. 

PREOP will be administered by a questionnaire in addition to the timed 
“get up and go” test. Upon conclusion of the study period, questionnaires 
will be sent to the principal co-ordinator, where they will be entered onto a 
secure electronic database. 

All paper information will be stored in a locked filing cabinet, which is only 
accessible to the research team. Completed patient datasets will 
subsequently be transferred onto an anonymised computerised database 
for statistical analysis. 

5. Endpoints 

Primary endpoint will be 30 day morbidity and mortality. 
Secondary endpoints will be length of hospital stay and the number of 
additional specialists involved in patient care in the 30 days after surgery.  
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6. DESIGN 

This is a multi-centre prospective cohort study collecting descriptive data 
across international centres for patients aged >70 years who are candidate 
to undergo elective cancer surgery. 

7. SAMPLING FRAME & STUDY POPULATION 

7.a Sampling Frame 

This will consist of institutions recruited internationally, and directed by 
surgical oncologists who carry out surgical procedures on elderly patients 
for either a curative or palliative surgical procedure for a known malignant 
condition (either histologicaly proven, or a high index of clinical suspicion). 

7.b Study Population 

All elderly patients aged 70 and above who are candidate for elective 
surgical cancer treatment will be invited to take part by the local co-
ordinator.  

Patients will be included if: 

� aged >70 years; 
� candidate to surgical treatment under general anaesthetic;  
� give written informed consent. 

Patients will be excluded if: 

� requiring emergency surgical management (within 24 hours); 
� unable to give written informed consent 
 
7.c Expected sample size and power analysis 
 
Based on the results of the PACE study 30% postoperative morbidity in 
this study population is realistic. The hypothesis is that all tests will have 
equal predictive value. We will accept a 10% difference in predictive value 
of the different questionnaires and tests. Testing will be one sided. Using 
McNemar and an α of 0.05, for a power of 0.7, 293 patients will need to be 
included. With a drop-out rate of 10% we will need to recruit 326 patients. 

 
8. ANALYSIS 

8.a Univariate Analysis 

It is initially intended to identify which of the pre-surgical components of 
PREOP (PACE component, GFI, VES-13 and “get-up-and go”) are 
statistically significantly associated with the main study outcomes (post-
operative mortality and morbidity) using appropriate hypothesis testing.  
The predictive properties of those components significantly associated with 
morbidity will be assessed using univariate logistic regression. The 
predictive properties of those components significantly associated with 30 
day mortality will be assessed using Cox Proportional Hazard Analysis. 
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8.b Multivariate analysis  
  

All variables that are associated in the univariate analysis (p<0.1) are 
entered in the multivariate analysis. For the 30-day morbidity we will use 
multivariate logistic regression (morbidity will be divided into minor and 
major complications) and for the 30-day mortality Cox Proportional Hazard 
Analysis. p-values <0.05 are considered statistically significant; p-values 
as well as Hazard Ratios will be reported.  
 
For morbidity univariate and multivariate analysis will be performed as 
described for post-operative mortality using two outcomes; (a) no 
complications vs any complication and (b) no/ minor complications vs 
major complications.  
 

8.c Stratified analysis by cancer site 

Given that there is likely to be considerable variation in the post-operative 
mortality and morbidity associated with different cancer sites the analysis 
will be stratified by cancer site; intracavity vs superficial. 
 
8.d Analytical software 

All analyses will be carried out using SPSS (SPSS inc. 1989) and Stata 
(statcorp 1995).  

 

9. ORGANISATION 

After collection in the individual participating centers, data will be 
collected and analyzed in the University Medical Center Groningen.  

 

10. ETHICAL CONSIDERATIONS 

This prospective clinical investigation must be approved by the appropriate 
ethics committee of each participating institution prior its entry into study; 
After the patient has entered the investigation, the clinician must remain 
free to give alternative treatment to any previously planned, if he/she feels 
it to be in the patient’s best interest. 
Informed written consent will be obtained from patients prior to the 
questionnaire and clinical/pathological data being collected. The right of 
any patient to refuse participation without giving reasons must be 
respected. The patient must remain free to withdraw at any time from 
study without giving reasons and without prejudicing his/her further 
treatment. 

11. ONGOING PROTOCOLS 

Entering a patient into the present clinical investigation should not affect 
the participation to any other trial. 

12. FINANCE 

There is no financial incentive to the contributing centres for entering 
patients into the present study. 
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13. PUBLICATIONS 

The results from different centres will be pooled and analysed together, 
and published as soon as possible. 

Publication will be on behalf of the writing committee; individual clinicians 
are recommended not to publish data concerning their patients which are 
directly relevant to the questions posed by the study, until the main report 
is published. 

The final report is to be published irrespective to the positive or negative 
results. 

The final report will list the writing committee, clinical co-ordinators, 
statisticians, nurse co-ordinators, and collaborators who contribute 
patients; participants will thus be appropriately recognised in the final 
publication, as in any other presentation of data. 

Centres will be listed in the order of the number of patients entered. 

Each centre is expected to contribute at least 15 patients before 
recognition in the publication. 
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PREOP – Final draft 
March 2010  

9 

 

Appendix 1 – MMS (Mini Mental State) 

ORIENTATION        Score  

What is the: year �  season �  date �  day �  month �  ?   (      ) 
 Maximum score 5 

Where are we: county �  country �  town �  hospital �  floor � ? (      ) 
 Maximum score 5 

 
REGISTRATION 

Ask the patient if you may test his memory. 
Name 3 objects: house, bread, cat (1 second to say each). 

Then ask the patient all 3 after you named them.   (      ) 
 Maximum score 3 

Give 1 point for each correct answer. 

House � , bread � , cat � . 
Then repeat them until he learns all 3. Count trials and record. (      ) 
 
ATTENTION AND CALCULATION 

Ask the patient to begin with 100 and count backwards by 7. 
Stop after 5 subtraction. 
Score the total number of correct answers. 

93 � , 86 � , 79 � , 72 �  , 65 � .      (      )              
Maximum score 5 

If the patient cannot or will not perform this task, ask him to  
spell the word “W O R L D” backwards. 
The score is the number of the letters in correct order. 

D �   L �   R �   O �   W �  
 
RECALL 

Ask for the three objects repeated above.  
Give 1 point for each one.       (      )              

Maximum score 3 

House � , bread � , cat � . 
 
LANGUAGE 

Name a pencil �  and a watch �  (2 points) 

Repeat the following “No ifs, ands or buts” � . (1 point) 
Follow a three stage command: “take a paper in your right  

hand � , fold it in half �  , and put it on the floor � ” (3 points)  (      )              
Read and obey the following: 

CLOSE YOUR EYES � . (1 point) 

Write a sentence �  . (1 point) 

Copy the following drawing � : (1 point) 
Maximum score 9 
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Appendix 2 – ADL (Activities of Daily Living) 

BATHING 

− Receives no assistance (gets in and out of bath or shower by self if 
bath is usual means of bathing) 

− Receives assistance in bathing only one part of the body (such as back 
or leg) 

− Receives assistance in bathing more than one part of the body (or not 
bathed) 

 
I 
 
I 
D 

DRESSING 

− Gets clothes and gets completely dressed without assistance 

− Gets clothes and gets completely dressed without assistance except for 
assistance in tying shoe laces 

− Receives assistance in getting clothes or in getting dressed, or stays 
partly or completely undressed 

 
I 
I 
 
D 

TOILET 

− Goes to “toilet room”, cleans self, and arranges clothes without 
assistance (may use object for support such as cane, walk frame, or 
wheelchair and may manage night bedpan or commode, emptying 
same in morning) 

− Receives assistance in going to “toilet room” or in cleaning self or in 
arranging clothes after elimination or in use of night bedpan or 
commode 

− Doesn’t go to room termed “toilet” for the elimination process 

 
I 
 
 
D 
 
D 

TRANSFER 

− Moves in and out of bed as well as in and out of chair without 
assistance (may be using object for support such as cane or walk 
frame) 

− Moves in and out of bed or chair with assistance 

− Doesn’t get out of bed 

 
I 
 
D 
D 

CONTINENCE 

− Controls urination and bowel movement completely by self 

− Has occasional “accidents” 

− Needs supervision for urine or bowel control; catheter is used, or is 
incontinent 

 
I 
D 
D 

FEEDING 

− Feeds self without assistance 

− Feeds self except for getting assistance in cutting meat or buttering 
bread 

− Receives assistance in feeding or is fed partly or completely by using 
tubes or intravenous fluid 

 
I 
I 
D 

I = Independent 
D =Dependent 
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Appendix 3 - IADL (Instrumental Activities of Daily Living) 

ABILITY TO USE TELEPHONE 

− Operates telephone on own initiative, looks up and dials numbers, etc. 

− Dials a few well known-numbers 

− Answers telephone but does not dial 

− Does not use telephone at all 

Score 
1 
1 
1 
0 

SHOPPING 

− Takes care of all shopping needs independently 

− Shops independently for small purchases 

− Needs to be accompanied on any shopping trip 

− Completely unable to shop 

 
1 
0 
0 
0 

FOOD PREPARATION 

− Plans, prepares and serves adequate meals independently 

− Prepares adequate meals if supplied with ingredients 
− Heats, serves, and prepares meals but does not maintain adequate diet 

− Needs to have meals prepared and served 

 
1 
0 
0 
 
0 

HOUSEKEEPING 

− Maintains house alone or with occasional assistance (e.g. “heavy work 
domestic help”) 

− Performs light daily tasks such as dish-washing, bed-making 

− Performs light daily tasks but cannot maintain acceptable level of 
cleanliness 

− Needs help with all home maintenance tasks 

− Does not participate in any housekeeping tasks 

 
1 
 
1 
1 
 
1 
0 

LAUNDRY 

− Does personal laundry completely 

− Launders small items-rinses stocking, etc. 

− All laundry must be done by others 

 
1 
1 
0 

MODE OF TRANSPORTATION 

− Travels independently on public transportation or drives own car 

− Arranges own travel via taxi, but does not otherwise use public 
transportation 

− Travels on public transportation when accompanied by other 

− Travel limited to taxi or automobile with assistance of another 

 
1 
1 
 
1 
0 

RESPONSABILITY FOR OWN MEDICATION 

− Is responsible for taking medication in correct dosages at correct time 

− Takes responsibility if medication is prepared in advance in separate 
dosage 

− Is not capable of dispensing own medication 

 
1 
0 
 
0 

ABILITY TO HANDLE FINANCES 

− Manages financial matters independently (budgets, writes checks, 
pays rent, bills, goes to the bank), collects and keeps track of income 

− Manages day to day purchases, but needs help with banking, major 
purchases, etc. 

− Incapable of handling money 

 
1 
 
1 
 
0 
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Appendix 4 – GDS (Geriatric Depression Scale) 

1. Are you basically satisfied with your life? Yes = 0 No = 1  

2. Have you dropped many of your activities and interests? Yes = 1 No = 0  

3. Do you feel that your life is empty? Yes = 1 No = 0  

4. Do you often get bored? Yes =1 No = 0 

5. Are you in good spirits most of the time? Yes = 0  No = 1 

6. Are you afraid that something bad is going to happen to you? Yes = 1 No = 0 

7. Do you feel happy most of the time? Yes = 0  No = 1  

8. Do you often feel hopeless? Yes = 1 No = 0  

9. Do you prefer to stay at home, rather than going out and 
doing new things? 

Yes = 1 No = 0 

10. Do you feel you have more problems with memory than 
most? 

Yes = 1 No = 0 

11. Do you think it is wonderful to be alive now? Yes = 0 No = 1  

12. Do you feel pretty worthless the way you are now? Yes = 1 No = 0  

13. Do you feel full of energy? Yes = 0  No = 1 

14. Do you feel that your situation is hopeless? Yes = 1 No = 0 

15.Do you think that most people are better off than you are? Yes = 1  No = 0 
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Appendix 5 - BFI (Brief Fatigue Inventory) 
Date: ____/____/____       Time: ___ am___pm 
Throughout our lives, most of us have times when we feel very tired or fatigued. 
Have you felt unusually tired or fatigued in the last week?                                                

Yes ����  No ����                  
1. Please rate your fatigue (weariness, tiredness) by circling the one number that best 
describes your fatigue right NOW.                                                                                            

0 1 2 3 4 5 6 7 8 9 10  

No  
Fatigue 

        As bad as 
you can 
imagine 

2. Please rate your fatigue (weariness, tiredness) by circling the one number that best 
describes your USUAL level of fatigue during past  24 hours.                                                                                             

0 1 2 3 4 5 6 7 8 9 10  

No  
Fatigue 

        As bad as 
you can 
imagine 

3. Please rate your fatigue (weariness, tiredness) by circling the one number that best 
describes your WORST level of fatigue during past  24 hours. 

0 1 2 3 4 5 6 7 8 9 10  

No  
Fatigue 

        As bad as 
you can 
imagine 

4.  Circle the one number that describes how, during the past 24 hours, fatigue has 
interfered with your: 

A. General activity           
0 1 2 3 4 5 6 7 8 9 10  

Does not 
interfere 

        Completely 
interferes 

B. Mood           
0 1 2 3 4 5 6 7 8 9 10  

Does not 
interfere 

        Completely 
interferes 

C. Walking ability 
0 1 2 3 4 5 6 7 8 9 10  

Does not 
interfere 

        Completely 
interferes 

D. Normal work (includes both work outside the home and daily chores) 
0 1 2 3 4 5 6 7 8 9 10  

Does not 
interfere 

        Completely 
interferes 

E. Relation with other people 
0 1 2 3 4 5 6 7 8 9 10  

Does not 
interfere 

        Completely 
interferes 

F. Enjoyment of life          
0 1 2 3 4 5 6 7 8 9 10  

Does not 
interfere 

        Completely 
interferes  
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Appendix 6 - PS (Performance Status) 

 

 
 

 
 

0 Normal activity without restriction 
 
1 Restricted in physically strenuous activity but 

ambulatory and able to carry out light work 
 
2 Ambulatory and capable of all self-care, unable to 

carry out any work up and about > 50% of working 
hours 

 
3 Capable of only limited self-care, confined to bed or 

chair <50% of  waking hours 
 
4 Completely disabled, cannot carry on any self-care, 

totally confined to bed or chair 
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Appendix 7 – VES-13 
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Appendix 8 - GFI 

 
CIRCLE THE APPROPRIATE ANSWER AND ADD SCORES 
 

 YES NO 

Mobility 

Can the patient perform the following tasks without 

assistance from another person (walking aids such as 

a cane or wheelchair are allowed) 

  

1. Grocery shopping 0 1 

2. Walk outside house (around house or to neighbours) 0 1 

3. Getting (un)dressed  0 1 

4. Visiting restroom  0 1 

Vision 

5. Does the patient encounter problems in daily life 

because of impaired vision? 

1 0 

Hearing 

6. Does the patient encounter problems in daily life 

because of impaired hearing?  

1 0 

Nutrition 

7. Has the patient unintentionally lost a lot of weight 

in the past 6 months (6kg in 6 months or 3 kg in a 

month) 

1 0 

Co-morbidity 

8. Does the patient use 4 or more different types of 

medication? 

1 0 

 YES NO SOMETIMES 

Cognition        

9. Does the patient have any complaints on his/her 

memory (or diagnosed with  dementia) 

1 0 0 

Psychosocial       

10. Does the patient ever experience emptiness around 

him? 

1 0 1 

11. Does the patient ever miss the presence of other 

people around him? 

1 0 1 

12. Does the patient ever feel left alone?   1 0 1 

13. Has the patient been feeling down or depressed 

lately? 

1 0 1 

14. Has the patient felt nervous or anxious lately?  1 0 1 

Physical fitness 

15. How would the patient rate his/her own physical 

fitness? (0-10, 0 is very bad, 10 is very good)            

 0-6=1     7-10= 0 

 

 

1 

 

 

0 

 

TOTAL SCORE GFI    
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Appendix 9 – Instructions for the timed “up and go” 
test 
 

The timed “up and go” test is performed in the following way. The patient 
sits on a standard arm chair with his or her back against the chair, arms 
resting on the chair's arms and walking aid at hand. Patients wear their 
regular footwear and use their customary walking aids. After the patient 
states that he or she is ready, the test starts. On the word “go” the patient 
stands, walks to a line on the floor 10 feet or 3 m away, turns, walks back 
to the chair, and sits down again. The end of the test is defined when the 
patient’s buttocks first touch the seat surface. Patients choose their own 
comfortable and safe walking speed. A stopwatch is used to time the 
performance (in seconds). 
 

 
Time first trial (seconds): __ __ . __ __ 
 
Time second trial (seconds):  __ __ . __ __ 



PREOP – Final draft 
March 2010  

19

Appendix 10 – Nutritional status screening: 
 
 
Weight in kg:   __ __ __ . __ 
 
Height in cm:  __ __ __ . __ 
 
BMI:   __ __    
(weight/height x height) 

 
 
Nutritional Status Score 

Normal 0 

Mildly impaired 1 

Moderately impaired 2 

Severely impaired 3 

 
 
Instructions: circle appropriate score 
 
Mildly impaired nutritional status:  

>5% weight loss in 3 months or food intake below 50-75% of normal 
requirement in preceding week 

 
Moderately impaired nutritional status: 

>5% weight loss in 2 months or BMI 18.5-20.5 + impaired general 
condition or food intake 25-60% of normal requirement in preceding 
week 

 
Severely impaired nutritional status: 

>5% weight loss in 1 month (>15% in 3 months) or BMI <18.5 + 
impaired general condition or food intake 0-25% of normal 
requirement in preceding week 
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Appendix 11 - ASA (American Society of Anaesthesiologists 

Grading) 
 

 

I Normal healthy patient 

II Mild systemic disease 

III Severe systemic disease but not incapacitating 

IV Incapacitating systemic disease that is a threat 
to life 

V Moribund, not expected to survive 24 h with or 
without surgery 

Any grade may be supplemented by the letter “E” in the case of emergency 
surgery 
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Appendix 12 – CO-MORBIDITIES (circle if present) 

Arthrosis-arthritis: osteoarthritis, rheumatoid arthritis, or arthritis 
Hypertension: diastolic pressure >100 mm Hg, treatment for hypertension, 
hypertension or high blood pressure NOS.  

Digestive diseases: diverticulitis, diverticulosis, ulcerative colitis, regional enteritis, 
gastritis, peptic ulcer, �gallbladder condition or history of cholecystectomy, 
gastrointestinal condition NOS.  

�Cardiac diseases: angina; aortic insufficiency; atrial arrhythmia, fibrillation, flutter, 
or tachycardia; bradyarrhythmia; �myocardial infarction, cardiac valve disease; 
pulmonary oedema; mitral, pulmonary, or tricuspid insufficiency; congestive heart 
disease; heart disease NOS. 

Vascular diseases: deep-vein thrombosis, peripheral vascular disease, intermittent 
claudication, varicose veins, phlebitis or circulatory conditions 

Other Genito Urinary Diseases: urinary conditions NOS. 
Other CNS diseases: CNS conditions NOS. 
�COPD: chronic obstructive pulmonary disease. 

Depression: all-persuasive sense of sadness, constant presence of hopelessness, 
pseudodementia. 

Osteoporosis: bone mass reduction per unit volume below required level for adequate 
mechanical support function. 

�Diabetes: diabetes treated with insulin or hypoglycemic agents; history of 
hyperosmolar coma; ketoacidosis; retinopathy, neuropathy, or kidney failure. 
�Liver diseases: portal hypertension, hepatitis, cirrhosis, gallbladder, liver condition 
NOS. 
Metabolic disease: disturbance in the interaction between genetic and environmental 
factors. 
Other bone diseases: residual difficulties associated with broken bones or injuries, 
carpal tunnel syndrome, and congenital skeletal disorders. 

Other respiratory diseases: asthma, chronic bronchitis, emphysema, or lung disease 
NOS. 
Urinary incontinence: inability to retain urine in the bladder. 

Urinary infection: urinary tract infection. 

Renal failure: serum creatinine >152.5µmol/L; uraemia; patients receiving dialysis, 
kidney condition NOS. 
Haematologic diseases: anemia (Hb<12g/dl), monoclonal gammopathy of unknown 
significance. 
Hypotension: orthostatic hypotension, postprandial hypotension (defined as a systolic 
blood pressure decline >20 mmHg on assumption of an upright posture). 
Stroke: cerebral haemorrhage or occlusion, cerebrovascular accident, transient 
ischemic attack. 
Skin diseases: pressure ulcers, venous ulcers, mycoses, herpes zoster. 

Parkinson’s disease: involuntary tremulous motion and lessened muscular power in 
parts not in action. 
Immunologic disorders: systemic lupus erythematous, periartheritis nodosa, 
rheumatoid arthritis, progressive systemic sclerosis. 
Dementia: multiple acquired cognitive deficits (including memory, orientation, 
language, praxis, constructions, prosody and executive control) that occurs in the 
presence of chronic confusion (>3 months). 

�Included into Satariano's co-morbidity index. 
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Appendix 13 revised – 30-day morbidity check list 

Complications Gr 
I 

Gr 
II 

Gr 
IIIa 

Gr 
IIIb 

Gr 
IVa 

Gr 
IVb 

Gr 
V 

d 

Respiratory         

Cardiac         

Renal          

Neurological         

Nutritional          

Pressure sores         

Analgesic 
problems 

        

Delirium         

Wound         

Others          

 Gr = grade 

d= if the patient suffers from the complication at the time of discharge 

 

 

 

How to grade: 
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Examples of grading 
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Appendix 14 – Other specialists/services involved in 
patient care in first postoperative 30 days 
 

 

 

Specialty/Service YES NO 
Cardiology   

Pulmonary/chest   

General medical   

Neurology   

Geriatric medicine   

Physiotherapy   

Nutritional Therapy   

Psychiatry    

Anaesthesiology/pain service   

Other (define below)   
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 Appendix 15 – Data collection sheet: 
 

Hospital: 
 
Name: 
 
Date of birth (dd/mm/yyyy):  __ __ / __ __/__ __ __ __ 
 
Sex:       M/F 
 
Living situation:     independent / family / residential care 
 
Haemoglobin > 12 g/dl   yes/no 
    or    > 7,5 mmol/l  yes/no 
 
Date of admission (dd/mm/yyyy): __ __ / __ __/__ __ __ __ 
 
Date of surgery (dd/mm/yyyy): __ __ / __ __/__ __ __ __ 
 
Duration of anaesthesia (min): __ __ __ 
 
Blood loss during surgery (ml):  __ __ __  
 
Date of discharge (dd/mm/yyyy): __ __ / __ __/__ __ __ __ 
 
Days spent in intensive care unit:  __ __ 
 
30 day mortality:     yes/no 
 

if yes -> cause of death: 
 
Readmission within 30 days?:   yes/no 
 
Reason for readmission: 
 
Tumour specifics: 
Tumour type: 
 
Type of resection performed:  
 
TNM classification:  T ____  N____  M_____ 
 
Grade:      I   II  III  IV 
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 Appendix 16 – Patient Information sheet: 

 

{Hospital / Institution Head Paper} 

 

PATIENT INFORMATION SHEET 

 

PREOP 

A prospective international study of patients 70 
years of age or older having cancer surgery 

 
 

YOU ARE BEING INVITED TO TAKE PART IN THIS RESEARCH STUDY. BEFORE YOU 
DECIDE IT IS IMPORTANT FOR YOU TO UNDERSTAND WHY THE RESEARCH IS BEING 

DONE AND WHAT IT WILL INVOLVE. PLEASE TAKE TIME TO READ THE FOLLOWING 
INFORMATION CAREFULLY AND DISCUSS IT WITH FRIENDS, RELATIVES AND YOUR 
GP IF YOU WISH. ASK US IF THERE IS ANYTHING THAT IS NOT CLEAR OR IF YOU 
WOULD LIKE MORE INFORMATION. TAKE TIME TO DECIDE WHETHER OR NOT YOU 
WISH TO TAKE PART. 

 

CONSUMERS FOR ETHICS IN RESEARCH (CERES) PUBLISH A LEAFLET ENTITLED 
‘MEDICAL RESEARCH AND YOU’. THIS LEAFLET GIVES MORE INFORMATION ABOUT 
MEDICAL RESEARCH AND LOOKS AT SOME QUESTIONS YOU MAY WANT TO ASK. A 
COPY MAY BE OBTAINED FROM CERES, PO BOX 1365, LONDON N16 0BW. 

 
 
 

Thank you for reading this 
 
 
 
What is the purpose of this study? 
This research study aims to determine the best way of predicting the risk 
of complications after surgery.  Surgery is part of treatment for most 
cancers. It can, however, lead to complications and even death.  The risk of 
complications becomes higher with age.  If we had a reliable way of 
predicting complications, we could better advise patients on the balance of 
risks and benefits of surgery for their cancer. 
This study therefore aims to collect information about patients such as 
yourself who are considered for cancer surgery and relate it to what 
happens to you if you receive an operation. The study does not interfere 
with your treatment in any way. You will be advised on the appropriate 
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treatment for your condition and this will not be affected by your answers 
to the questionnaire.  Hundreds of patients from all over the world will be 
taking part in this study.  The information taken from all of them will be 
put together and analysed to give a better insight into the fitness for 
surgery of people over the age of 70. 
 
Why have I been chosen? 

You have been chosen because your doctors are considering you for 
surgery as a treatment procedure for your cancer, and you are over the age 
of 70. 
 
Do I have to take part? 

It is up to you to decide whether or not to take part. If you do decide to 
take part you will be given this information sheet to keep and be asked to 
sign a consent form. If you decide to take part you are still free to withdraw 
at any time and without giving a reason. This will not affect the standard of 
care you receive. 
 
What will happen to me if I take part? 
You will be asked to sign a consent form and your details will be 
registered.  A health professional will complete a detailed questionnaire 
with you before decision for appropriate treatment.  You will be asked 
about different areas such as your daily living activities (e.g. bathing, 
dressing, feeding), your ability to use instruments (e.g. telephone, washing 
machine, transport), your mental and psychological state, your nutritional 
status, plus a brief fatigue inventory.  Also the time needed for you to get 
up out of a chair, walk a few steps and sit again, will be timed. If you 
receive surgery, information about that surgery, any complications that 
may occur after your operation, your cancer, and other cancer treatments 
that may follow your operation, will all be recorded and you may be 
advised to have other treatment such as medical treatment or 
radiotherapy.  This is normal and will not be affected by whether or not 
you take part in the study. 
 
What is the procedure being tested? 

We are using different questionnaires that have  previously been used 
for elderly patients who have cancer and evaluating how useful it will 
be for elderly patients who have cancer and are being considered for 
an operation. 

 

What are the possible disadvantages and risks of taking part? 

THERE ARE NO DISADVANTAGES, HOWEVER YOU MAY FIND THE RESEARCH CAUSES 
SOME MINOR INCONVENIENCE WHILST READING THE INFORMATION AND BEING 

ASKED THE QUESTIONS. 

 

What are the possible benefits of taking part? 

THIS RESEARCH IS NOT EXPECTED TO DIRECTLY BENEFIT YOU OR ALTER YOUR 
TREATMENT. HOWEVER, WE HOPE THAT YOUR PARTICIPATION IN THIS STUDY WILL 
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HELP US FIND A BETTER WAY OF PREDICTING THE RISK OF COMPLICATIONS AFTER 

SURGERY WHICH WILL BE OF BENEFIT TO FUTURE PATIENTS. 

 
Will my taking part in this study be kept confidential? 
ALL INFORMATION COLLECTED ABOUT YOU FOR THIS STUDY IS STRICTLY 

CONFIDENTIAL AND COVERED UNDER THE DATA PROTECTION ACT.  IT WILL BE PUT 
ON COMPUTER AND ANALYSED BY A TEAM OF SPECIALISTS, TOGETHER WITH THE 
INFORMATION FROM OTHER CANCER PATIENTS BEING CONSIDERED FOR SURGERY, 
FROM DIFFERENT PARTS OF THE WORLD. YOUR RECORD WILL BE IDENTIFIED BY AN 
UNIQUE NUMBER SO THAT YOUR PERSONAL IDENTITY WILL NOT BE KNOWN TO 

ANYONE OUTSIDE YOUR HOSPITAL.  YOUR MEDICAL RECORDS MAY BE REVIEWED 
LATER, AS PART OF THE STUDY, BUT ONLY BY AUTHORISED PERSONS AND 
CONFIDENTIALITY WILL BE MAINTAINED AT ALL TIMES. 

What will happen to the results of the research study? 
The results may be published in a medical journal.  Under no 
circumstances would you be identified in any report arising from the 
study.  Once the results are analysed we can send you a summary if you 
wish - please inform your doctor if you wish us to do so. 

 

Who is organising and funding the research? 
The PREOP study is run by an international group of research clinicians 
from Europe.  No financial support is provided. 
 
Who has reviewed the study? 
This study has been reviewed by …(insert name of Multi-centre Research 
Ethics Committee) and …(insert name of Local Research Ethics Committee). 
 

Thank you for reading this information leaflet.  If you have any questions 
now or later please contact …(name and telephone of the local co-
ordinator)………. 
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Appendix 17 – Patient Information Sheet & 
Consent Form 

(Form to be on Hospital/Institution headed paper) 
 

Patient Identification Number for this trial: 
 

CONSENT FORM 
 

Title of Project: PREOP 
 
Name of Researcher:  
 
 

Please initial box 
 

1. I confirm that I have read and understand the information sheet   � 

dated ...............…….. (version ............) for the above study and have had 
the opportunity to ask questions. 
 

2. I understand that my participation is voluntary and that I am free to  � 

withdraw at any time, without giving any reason, without my medical care or  
legal rights being affected. 
            

3. I understand that sections of any of my medical notes may be looked  � 

at by responsible individuals where it is relevant to my taking part in  
research.  I give permission for these individuals to have access to my records. 
 

4. I understand that my participation is voluntary and that I am free to  � 

withdraw at any time, without giving any reason, without my medical care or  
legal rights being affected. 
 

5. I agree to take part in the above study.      � 

       
 
 
________________________ ________________ ____________________ 
Name of Patient Date Signature 
 
 
_________________________ ________________ ____________________ 
Name of Person taking consent Date Signature 
(if different from researcher) 
 
 
_________________________ ________________ ____________________ 
Researcher Date Signature 
 

 
 1 for patient;  1 for researcher;  1 to be kept with hospital notes 
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Appendix 18 – Consultant Information Letter  
 
 

PREOP: PREOPERATIVE RISK ESTIMATION FOR ONCO-GERIATRIC  
PATIENTS 
 

Consultant Information Letter 

 
 
Dear Consultant, 
 
This is to inform you about a prospective data collection concerning elderly 
patients receiving surgery for cancer.  
 
As you perfectly understand there is a lack of knowledge regarding the 
selection of criteria in elderly subjects.  This, unfortunately ends up in 
under-treating some of the fit elderly subjects we often encounter in our 
clinical routine, and occasionally over-treating the frail ones who are not fit 
for surgery. 
 
The PACE questionnaire has previously been shown to be useful for this 
purpose. However, the search for the optimal way to identify the frail 
elderly patient most at risk for postoperative complications continues and 
in the present study we compare the predictive value of several 
international questionnaires.  
 
I would therefore appreciate if you would allow your patients to undergo a 
30 minute interview to be held on the ward or during the preoperative 
assessment clinic.  
 
We very much appreciate your help and support and would like to 
acknowledge your highlighting the candidate subjects to the key 
researcher in our Trust.  
 
Yours sincerely, 
 
 
 
Mrs/Mr XYZ 
PACE Local Co-Ordinator  
 
NB:  PREOP Protocol and Questionnaire enclosed 
 

 

 

 
 
 
 


