REETE [ERPRBERERE RCT] 4
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Effect of manual lymph drainage in addition to guidelines and exercise
therapy on arm lymphoedema related to breast cancer: randomised
controlled trial.
Devoogdt N, Christiaens MR, Geraerts [, Truijen S, Smeets A, Leunen K, Neven P,
Van Kampen M.
BMJ. 2011 Sep 1;343:d5326.
Impact Factor: 17.215 (ISI Web of Science, 2012)
+ doi: 10.1136/bmj.d5326.
PMID: 21885537

SR 1 : MRRFWERERMD ?

- WKi&E# / B&E (Population/ Problem) :
consecutive patients with breast cancer and unilateral axillary lymphnode
dissection.
- T AEIE (Intervention) :
a treatment programme consisting of guidelines, exercise therapy, and manual
lymph drainage
EEER (Comparison) :
the same programme without manual lymph drainage
- #R (Outcomes) :
1. The primary outcome was incidence rate for arm lymphedema (increase of
200 mL or more), and time to develop arm lymphedema ..
2. Secondary outcome were at 3, 6, and 12 months after surgery, the
cumulative incidence rate for arm lymphoedema and time to develop arm
lymphedema, mental and physical health related quality of life.



TR 2. fRNmEAEZSH(REME) ?

A% (Recruitment) - Ssz2F85R KM ?

HEAR B2 O& OFBZ A :[P2, PllFigl]

1. Between October 2007 and February 2009, all patients with operable breast
cancer and scheduled for unilateral surgery at the multidisciplinary breast
centre of the University Hospitals in Leuven were assessed before surgery.

2. After surgery, patients with an axillary lymph node dissection were asked to
participate in the study (n=337), and 160 (48%) agreed to participate.

3. Allincluded patients gave written informed consent.

53k(Allocation) - FRAXEEHEKERREX... ?

HEAER MR U8 OFNBE R : [P2]

1. Randomisation occurred after we had information about the adjuvant
treatment decided on at the multidisciplinary oncological consultation (three
weeks after surgery).

2. Randomisation was performed within each stratum by using permuted blocks
(size=4).

3. Strata were body mass index (BM[; <25 v >25) and postoperative axillary
irradiation (yes/no) because these factors are the two most important risk
factors for development of arm lymphoedema after axillary dissection.




EBEAR - ERERBIENERLSEMEE ?

FFEAR B2 O& OFER HA : [P.3,P.8table 3]

1. All characteristics of the two groups were comparable (table 3u).
Equal baseline demographics and clinical characteristics of patients (Table 3)
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#¥5(Maintenance) - RMEESEAFHRRAE?

FEAER B2 O OKBERE RAA: [P.2]

1. Patients received guidelines about the prevention of lymphoedema and
exercise therapy as soon as possible after surgery.

2. Manual lymph drainage (in the intervention group) or no lymph drainage
(control group) was started one week after removal of the axillary drains, so five
weeks after the surgery on average, and was applied over 20 weeks.

. eBAEsavEN (Follow up) ?

FEAR B2 O& OFBR KRR [P.2]

1. All patients were measured before and 1, 3, 6, and 12 months after axillary




surgery in the department of physiotherapy.

Patients undergoing unilateral axillary surgery for primary breast cancer; assessed before surgery (n=337) |

Patients excluded (n=177):
Distance to hospital (n=102)
Not interested (n=25)
Preferred own therapist (n=29)
Organisational problems (n=19)
Preferred to receive manual lymph drainage (n=2) |

Patients included; randomised three weeks after surgery (n=160)
1

Intervention group: guidelines, Control group: guidelines,
exercises, manual lymph drainage (n=79) exercises (n=81)

Dropouts (n=2):
— Died (n=1)
Refused further participation (n=1)

Assessed at 1, 3, and 6 months (n=77) Assessed at 1, 3, and 6 months (n=81)
Dropouts (n=2): Dropouts (n=2):
Died (n=2) Refused further participation (n=2) |
Assessed at 12 months (n=75) Assessed at 12 months (n=79)

2. Over all Follow up rate more than 90%

(i (Measurement) - BT HEEFLHABES TR () FEBMERSE(blind) ?

HEEAR CBZ O& OFBER2 SR :[P1,P2]

1. Patients with a subjective feeling of arm lymphoedema received an extra
measurement of the arm.

2. Two blinded and well trained assessors (different from the therapists)
performed the measurements.

HE 3 iEA

1. Asixmonth treatment programme consisting of guidelines, exercise therapy, and
manual lymph drainage applied after axillary lymph node dissection for breast
cancer had no medium to large effect on the prevention of arm lymphoedema

than the same treatment programme without manual lymph drainage.

(1) Primary outcomes: the cumulative incidence of arm lymphoedema and time
to develop arm lymphedema were comparable between both groups, during,
immediately after, and six months after the treatment sessions.




(2) Secondary outcomes: comparable between both groups.

2. The results show that manual lymph drainage applied after axillary lymph node
dissection for breast cancer and additional to guidelines and exercise therapy is
unlikely to have a medium to large effect on the prevention of arm lymphoedema
in the short term.

3. Time to develop lymphoedema after axillary lymph node dissection for breast
cancer in 160 patients for two definitions of lymphoedema: increase 2200 mL in
volume or increase 22 cm in circumference at two adjacent points (Fig 2).

Control Intervention

group group
B ====2>200 mL increase (log rank P=0.44)

—— = = 22 cm increase (log rank P=0.56)

12
0 20 week |

treatment period l

0.20

0.15

0.10

Incidence of lymphoedema

0.05

4. Fm (A ARSI AR ERK?)
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BRIABR LR A& EEER
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ARXRIREINVEEN S :

| Overview of different treatment modalities applied during individual sessions of exercise therapy, with duration of 30 minutes a
session, and their purpose and description of method in patients after unilateral axillary lymph node dissection for breast cancer

Modality Purpose Method

Mobilisation of shoulder To improve passive and active shoulder Average 10 minutes per session. Angular passive mobilisation of shoulder (especially anteflexion
mobility and abduction) combined with traction/translation to prevent articular problems and impingement

Stretching breast Toimprove muscle flexibility and passive Awverage 10 minutes per session (together with scar tissue massage). Passive and active

muscles and active shoulder mobility stretching and transverse strain of major and minor pectoral muscle

Scar tissue massage  To improve flexibility of scar tissue

Mobilisation of scar tissue, by gripping scar tissue between thumbs and index fingers and moving
hands in opposile direction

Exercise schemes To improve muscle flexibility, endurance,
and strength and active shoulder mobility
and to stimulate lymphatic transport

Average 10 minutes per session. 10 exercise schemes built steadily and incrementally in difficulty.
Each exercise scheme consisted of exercise with proprioceptive neuromuscular facilitation (3:x);
active stretching of breast muscles (3x15 s); four different exercises—for example, scheme 1:
1) lying supine and bath hands on shoulder, perform anteflexion of both shoulders; 2) same, but
abduction; 3) same, but circumduction; 4) lying supine, hands crossed, elbows straight and 90°
anteflexion of shoulder, perform protraction of both shoulders. Scheme 5: 1) standing, holding
stick in both hands on buttock with straight elbows, perform retroflexion of both shoulders; 2)
same, but on thighs, perform anteflexion of shoulders; 3) same and 90° anteflexion of shoulder,
perform horizontal abduction of affected shoulder; 4) standing, holding stick in both hands at
shoulder height, straighten elbows above head. At start of each exercise scheme, exercises
were performed 7x, then 10x, then 10x slow and 5« fast, and finally 10= slow and 10= fast.
Patients were asked to perform exercises from scheme twice/day at home, as taught during
treatment sessions
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