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PUTTING EVIDENCE INTO PRACTICE

Welcome to the Euro PEPs

.....................................................................................................................

The European Oncology Nursing Society is pleased to present its first
set of "Putting Evidence into Practice” guidelines to improve the care
of cancer patients in Europe.

Improvement in patient care is an ongoing process. There is a gap between
the evidence that is available and what is actually implemented. This
knowledge gap impacts on patient’s in poor or inappropriate care that is
detrimental to cancer patients. Results from research studies reveal that
nurses insufficiently put evidence into practice. The results indicate that
there are multiple reasons for why nurses do not use the latest evidence.
Firstly, that research is difficult to understand, overwhelming in the amount
published and secondly that they feel they don’t have the expertise to
interpret the quality of the evidence. If we could put even a little of what we
know about symptom management into practice we would improve patient
experience.

This Euro PEP has been developed as a partnership with the Oncology
Nursing Society and funded by the European Commission as part of the
European Action Against Cancer. Many people have contributed to the
development and expert review of these documents, both in Europe and in
the USA. EONS thanks their dedication and great efforts.

This documentation provides you with a concise summary of the evidence, a
synthesis of patient assessments, a summary of evidence based
interventions, and expert opinions to help guide you in the interpretation of
European standards along with the references and source material. You may
wish to adapt the guidance for your own work setting, but the PEPs gives
you the confidence that these topics were reviewed in 2012 through a
rigorous process by some of the leading experts and practitioners in the field.
On behalf of the review team we are confident that this information, coupled
with your efforts and commitment to improve your practice, will help you
achieve better,patient-centered outcomes based on scientific evidence.

We wish you great success!

Sara Faithfull Chair EPAAC Project
Anita Marguiles Chair PEPs
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Introduction to the Sections

Quick view

The quick view provides very brief summary from the ONS PEP
resources. A full copy of this is provided in the course documentation.
ONS PEP information for this topic and description of the categories
of evidence can be accessed at http:/ /www.ons.org.

Expert opinion

Expert Opinion: low-risk interventions that are (1) consistent with
sound clinical practice, (2) suggested by an expert in a peer-reviewed
publication (journal or book chapter), and (3) for which limited
evidence exists. An expert is an individual with peer-reviewed journal
publications in the domain of interest.

Assessment tools

In general, no single tool measures all of the elements of a symptom.
The choice of tool depends on the purpose of the assessment as well
as the level of clinician and patient burden.

Most symptoms are a subjective experience, thus self-report is the
most reliable assessment method.

Definitions

Within the documentation various terms may need further
explanation which through better understanding, could improve the
outcomes of chosen interventions. The following definitions are

tailored to the content of the respective PEP document.




How to use this guide

Review the Euro - PEP resources and consider the applicability in
your own practice and your patient situation.

Do a thorough patient assessment of the relevant clinical
problem(s). Examples of measurement tools are provided by the
evidence-based measurement summaries, located on the
individual PEP topic pages.

Identify interventions with the highest category of evidence and
integrate them into the plan of care. Consider the patient's
preferences, lifestyle, and the cost and availability of the
interventions.

Evaluate and document the patient's response to the interventions.
If indicated, consider implementing other interventions supported
by a high level of evidence.

Educate patients that their care is based on the best available
evidence.

The Weight of Evidence Table (traffic light ) provides information
about how the evidence was weighed.

Adapted for Euro PEP Resources from www.ons.org/Research /PEP

The evidence supports the consideration of these interventions
in practice.

Yellow =

There is not sufficient evidence to say whether these
interventions are effective or not.

Red = Stop!

The evidence indicates that these interventions are either
ineffective or may cause harm.




Recommended for practice

Interventions for which effectiveness has been demonstrated by
strong evidence from rigorously designed studies, meta-
analysis, or systematic reviews, and for which expectation of
harm is small compared to the benefits.

Likely to be Effective

Interventions for which effectiveness has been demonstrated
from a single rigorously conducted controlled trial, consistent
supportive evidence form well -designed controlled trials using
small samples, or guidelines developed from evidence and
supported by expert opinion.

. \;

Benefits Balanced

Interventions for which clinicians and patients should weigh
the beneficial and harmful effects according to individual
circumstances and priorities.

Effectiveness Nc ‘3:

Interventions for which insufficient or conflicting data or
data of inadequate quality currently exist, with no clear
indication of harm.

Effectiveness Unlikely

Interventions for which lack of effectiveness has been
demonstrated by negative evidence from a single rigorously
conducted controlled trial, consistent negative evidence from
well-designed controlled trials using small samples, or guidelines
developed from evidence and supported by expert opinion.

Not Recommended for Practice

Interventions for which lack of effectiveness or harmfulness has
been demonstrated by strong evidence from rigorously
conducted studies, meta-analyses, or systematic reviews, or
interventions where the costs, burden, or harm associated with
the intervention exceed anticipated benefit.




Radiodermatitis
(Radiation Skin Reactions)

Quick View

Definition and Incidence:

Radiodermatitis or Radiation skin reactions are the response of the
integumentary system to planned exposure of ionizing radiation. Skin
reactions can become a source of significant discomfort and cause
treatment interruptions, or in very severe cases, treatment cessation.
As many as 95 % of patients will experience some degree of reaction
of the integumentary system with radiation therapy.

Recommended for practice

® Intensity modulated radiation therapy

® Continuation of usual hygiene practices. Daily use of
washing with clean water and mild soap should be
recommended (European recommendation).

® Use of deodorants is allowed if the skin is intact.

® Smoking should be avoided. (European recommendation)

Likely to be Effective

® Calendula cream*
*level of evidence as rated by ONS; please note EONS rating
as yellow

g 4 He
Benefits Balanced with Hc

Topical Agents

® Aloe vera

® Anionic polar phospholipid cream
©® Bepanthen

® Calendula cream*




QUICK VIEW

Chamomile cream

Glutathione and anthocyanin
Hyaluronic acid /sodium hylaluronate
Lipiderm® (Not available in Europe)
Sodium sucrose octasulfate

Steroid creams

Sucralfate

Theta cream

Vitamin C

Urea lotion

Hydrolipid cream (e.g. XClair®)

“level of evidence as rated by EONS: (based on Sharp et al 2013,
Pommier et al 2004); please note ONS rating as green

Dressings

GM-CSF impregnated gauze

Honey impregnated gauze
Hydrogel & Hydrocolloid dressing
No-Sting barrier film (e.g. Cavilon®)
Silver leaf dressing

Silicone coated dressings (European recommendation)

Oral Medications/Agents
® Proteolytic enzymes

® Red wine

® Sucralfate

® Zinc

Effectiveness Unlikely

® Trolamine/triethanolaminum (e.g. Biafine®)

Not Recommended for Practice

® Gentian violet
® Products containing Chlorhexidine (European
recommendation)




Expert Opinion

Low-risk interventions that are:

consistent with sound clinical practice
suggested by an expert in a peer-reviewed
publication (journal or book chapter) and
for which limited evidence exists.

An expert is an individual who has authored
articles published in a peer-reviewed journal in
the domain of interest.

Personal Hygiene Habits and Recommendations for Care
by Skin Toxicity Grade: Radiation Therapy and Epidermal
Growth Factor Receptor Inhibitors

Prophylaxis:
No evidence supports any agents to prevent radiation dermatitis.

General management guidelines:

® Gentle washing and drying

® pH-neutral synthetic detergent or cleanser preferred over soap

® Topical moisturizers, gels, and emulsions should not be applied
directly before radiation therapy (risk for bolus effect).

® Establish that reaction is not caused by other concomitant
medications (other than the EGFR inhibitor).

® Verification of radiation dose and distribution are correct.

® Institutions should have policies in place for skin preparations;
good hygiene is imperative both before and during therapy.



EXPERT OPINION

General Recommendations:

® Use only mild soap and pat dry with a soft towel.

® May use unscented, lanolin-free, water-based lubricant or
moisturizing cream.

® Avoid use of cosmetic or perfumed products on irradiated skin.

® May use deodorant during treatment, but only on intact skin.
(See reference — Watson CL et al — European recommendation).

® Do not use cornstarch or baby powder, especially in areas with
skin folds.

® Wear loose clothing made from a soft fabric or cotton.

® Protect skin from sun or cold wind. Cover the area.

® Avoid use of tapes and other adhesives within the treatment field
to avoid mechanical skin injury.

® Do not use ice or heating pads on the skin in the area being treated

® Use only an electric razor if shaving is needed.

® Avoid swimming in lakes or chlorinated pools, using hot tubs, or
using saunas.

® Avoid sun exposure following radiation treatment for lifetime.
Use sunscreen with a protection factor of at least 30 at all times.

Recommendations for management of moist

desquamation:

® Consider use of specialized dressings for moist desquamation,
bleeding, exudates, or drainage.

® When selecting a dressing, consider the principles of wound
healing, patient comfort, need for and frequency of dressing
changes, product evaluation and cost.

® Topical or systemic antimicrobials should be considered in the
presence of positive cultures and documented infection.

Issues for future recommendations:

® Adopt NCI CTCAE toxicity scale for uniformity.

® Taking photographic documents may be of use to decrease
subjectivity of rater.

® The RTOG/EORTC scale in combination with patient reported
symptoms is more relevant for Europe.




Assessment Tools

The assessment tool can be used to identify grades or
degrees of skin reactions. Skin should be assessed before
the initiation of treatment and regularly thereafter.

The skin assessment should include changes in color, level of desquamation,
drainage, odor and signs of infection.

Symptoms and /or impact are not included in the majority of the tools. Therefore
the patients symptoms e.g. dryness, pruritus or pain must also be taken into
consideration. The distress and impact on quality of life, daily living, self-care
ability and financial impact of caring for the skin are also important areas of
assessment.

Commonly used grading or scoring tools for the assessment and documentation of
radiodermatitis include the Radiation Therapy Oncology Group (RTOG) Acute
Radiation Morbidity Scoring Criteria (Cox, Stetz & Pajak, 1995), the RTOG/EORTC
(European Organization for Research and Treatment of cancer) Late Radiation
Morbidity Scoring Scheme (Cox et al., 1995), the National Cancer Institute (NCI)
Cancer Therapy Evaluation Program (2010) Common Terminology Criteria for
Adverse Events, the Skin Toxicity Assessment Tool (Berthelet et al., 2004), the
Oncology Nursing Society (Catlin-Huth, Pollock & Haas, 2002) Acute Skin Toxicity
Scale using NCI's common toxicity criteria, and the Radiation-Induced Skin
Reaction Assessment scale (Noble-Adams, 1999a, 1999b).

Each assessment tool can be used to identify grades or degrees of skin reactions,
including erythema, dry desquamation, and moist desquamation. The majority of
tools are assessments that the practitioner or observer completes and, thus, do not
capture the symptoms or impact of the skin reaction (see Table 4-1). Skin should be
assessed as a baseline prior to the initiation of treatment and, at a minimum, at
weekly review appointments. The skin assessment should include changes in color,
appearance of patchy dry desquamation, patchy or confluent moist desquamation,
presence or absence of drainage, presence or absence of odor, and signs of infection.
The patient’s symptoms, such as the sensation of dryness, pruritus, or pain, must
also be taken into account. The distress and impact associated with the
radiodermatitis on quality of life, daily living, self-care ability and financial impact
of caring for the skin reaction are also important areas of assessment.



Clinical Measurement Tools for Radiodermatitis

Description

P>

ASSESSMENT TOOLS

Benefits and/or limitations

Radiation Therapy Assesses intensity or sevity of reaction No reliability or validity data
Oncology Group Acute Ordinal scale 0-4 published. Observation of
Radiation Morbidity physical changes. Does not
Scoring Criteria address symptoms or patient
(1985) (Cox et al 1995) perspective. Commonly used
in clinical trials.
Radiation Therapy Assesses late complications No reliability or validity
Oncology Group/ Ordinal scale 0-4 data published. Observation

European Organisation
for Research and
Treatment of Cancer
toxicity criteria

(Cox et al 1995)

Acute: less than 90 days after first
treatment

Late: after day 90

Also assesses for fibrosis, induration,
skin contracture and necrosis

of physical changes. Does
not address symptoms
or patient perspective

Common Terminology
Criteria for Adverse

Adverse events reporting tool
Severity scale

No reliability or validity
data published. Observation of

Events (v4.03) Rash: Dermatitis associated with physical changes. Does not
radiation. Ordinal scale 0-5 address symptoms or patient
Grades of desquamation perspective

Skin Toxicity Three areas of assessment Preliminary reliability and

Assessment Tool Patient and treatment factors validity results reported

(STAT) affecting incidence and intensity (Berthelet et al, 2004)

(Berthelet et al, 2004) of radio-dermatitis Easy to use in the clinical

Objective scoring of grades of
desquamation
Patient symptoms

setting
Quickly administed

Radiation-Induced Skin
Reaction Assessment
Scale (RISRAS) (Noble-
Adams, 1999)

Weighted categories (e.g.

moist desquamation weighted higher
than dry desquamation) for overall
score that incorporates effect on patient
Symptom sclare (e.g. tenderness, itching,
burning , warmth, effect on activity)
Observer assessment (e.g. erythema,

dry desqua-mation, moist desqua-
mation, necrosis)

Nursing assessment tool
Objective observer assessment
and patient’s perspective of
symptoms

Reliability and validity scores
have been reported

Has not been widely used in
practice or research.

Adapted from: PEP — Putting Evidence into Practice, Vol. 2 Oncology Nursing Society




Radiodermatitis (Radiation Skin Reactions)

Definition List

Accelerated fractionation

A shortened overall treatment time in which
standard total doses are given in a shorter period of
time by increasing the number of standard fractions
per day. (Moore-Higgs, 2005)

Acute radiation dermatitis or Radiation skin
reactions (European term)

An inflammatory skin reaction associated with
epidermal basal cell and endothelial cell damage. It
is the most frequently encountered side effect in
radiotherapy. (Bostrom et al., 2001; Fenig et al., 2001)

Adjuvant radiotherapy

Radiotherapy given after definitive treatment
(surgery or chemotherapy) to improve local control.
(Campbell & Illingworth, 1992)

Aqueous creams

Water-based moisturizing creams that are
emulsions of oil in water, water washable, and
completely absorbed into the skin. They supply
humectants and increase the capacity to retain
water, thus increasing skin pliability and flexibility
while lubricating the skin, reducing friction, and
helping retain normal skin pH. (Heggie et al., 2002)

Bolus

A tissue equivalent material that is put directly on
the patient’s skin to even the irregular contours
and to create a flat surface that normalizes the
radiation beam and intentionally pulls the
radiation dose more superficially. (Burch et al.,
1997; Elliott et al., 2006)

Bolus effect

Increased surface dose in the treatment field (Bieck
& Phillips, 2010) Boost Dose of radiation
specifically directed to the area in the treatment
field where the tumor was removed or where the
surgical clips were placed at the time of surgery.

(Campbell & Illingworth, 1992)

Breast shell
Device used for immobilization of large breasts.
(Heggie et al., 2002)

Clinical target volume (CTV)

CTV is an anatomical concept defining the tissue
volume that contains a gross tumor volume (GTV)
and subclinical microscopic malignant disease that
has to be eliminated. The CTV is an anatomical-
clinical concept that is used to determine choice of
treatment modality and technique. (Tyng et al.,2009)



Dry desquamation

Dry desquamation is an inflammatory reaction to
radiation characterized by dry flaky skin and
pruritus. (Heggie et al., 2002)

Dermis
The deep layer of the skin containing blood vessels,
glands, nerves, and hair follicles. (Haas, 2005)

Epidermis
The superficial layer of the skin. (Haas, 2005)

Erythema

An inflammatory skin reaction characterized by
reddened skin that may be edematous and feel hot.
Redness that outlines the treatment field intensifies
as the treatment continues. (Maher, 2000)

Fraction

The division of a total prescribed dose of
radiation into smaller daily doses, generally 1.8—
2.0 Gy. (Ma, 2005)

Gross tumor volume (GTV)

Three dimensional volume of tumor that is clinically
evident and visible in imaging studies. This identifies
the greatest area of tumor cells. (Tyng et al., 2009)

Gray (Gy)

Unit of measurement to determine the amount of
energy absorbed per unit of mass. Radiation was
previously described in RADS. (radiation absorbed
dose). 100 RADS =1 Gy (Ma, 2005)

L]

DEFINITIONS

Hyperfractionation

Multiple daily fractions, usually twice a day
separated by at least six hours between doses.
(Liguori et al., 1997; Ma, 2005)

Hyperpigmentation

Darkening of the skin within the treatment field
that begins approximately two to three weeks after
treatment is initiated. (Sparks, 2005; Wickline, 2004)

Induration

Dermal thickening causing the cutaneous surface
to feel thicker and firmer. A hardened bump on the
skin. (http:/ /medical-
dictionary.thefreedictionary.com/induration)

Intensity modulated radiation therapy (IMRT)
An advanced form of 3-dimensional conformal
radiotherapy in which varying intensities of small
subdivisions of beams are used to custom-design
optimal radiation dose distribution. This technique
limits the amount of radiation to healthy tissues
and allows for custom-designed optimal radiation
dose distribution. (Light, 2005)

lonizing radiation

Radiation with sufficient energy to penetrate cells
and cause permanent alterations in DNA. It causes
skin reactions by damaging the ability of stem cells
to divide in the rapidly growing, radiosensitive
basal layer of the epidermis. (Ma, 2005)




LPG technique

An antifibrosis therapy technique of mechanical
massage that allows skin mobilization by
folding / unfolding. This technique is delivered by
a mechanical device (Cellu-M50 by LPG Systems).
The procedure consists of tissue mobilization
between two rollers, creating a skin fold and
stretching the underlying tissue. (Bourgeois

et al., 2008)

Moist desquamation

Moist desquamation is an inflammatory reaction
to radiation characterized by serous drainage.
Moist desquamation is a major source of

distress for patients causing pain or discomfort,
and increases the risk of infection. Most
commonly occurs in regions of friction such

as the inframammary fold or axilla. (Gollins

et al., 2008)

Necrosis

The premature death of cells and living tissue.
(http:/ /medicaldictionary.thefreedictionary.com /n
ecrosis)

Opposed lateral fields

A radiation beam is directed to the lateral fields on
both the right and left sides, used primarily with
radiation to the head and neck or lung. (Lievens et
al., 1998)

Oral mucositis
The inflammation and ulceration of the oral
mucosa that is a result of the epithelial cell

production as a consequence of radiation-induced
cell death. (Evensen et al., 2001; Gujral et al., 2001)

Planning target volume (PTV)

PTV is a geometric concept that is defined to select
appropriate beam sizes and beam arrangements.
The PTV takes into account anatomical boundaries,
variations and inaccuracies in order to ensure that
the prescribed dose is absorbed in the CTV. The
size and shape of the PTV are dependent upon the
CTV as well as technique, organ movement,
patient movement, and beam and patient setup
during therapy. (Tyng et al., 2009)

Radiation-induced skin fibrosis
Radiation-induced skin fibrosis is defined clinically
as a change in the skin texture (dry, scaly, firmness
on palpation with difficulty pinching the skin to
form a fold) and skin retractions which can cause
functional discomfort (Bourgeois et al., 2008).
Fibrosis is a late skin effect that occurs months to
years after treatment. (Heggie et al., 2002)

Radiation recall

An inflammatory skin reaction at a previously
irradiated field subsequent to the administration of a
variety ofchemotherapeutic agents, most commonly
doxorubicin and other anthracyclines. (Sparks, 2005)

Radiation Therapy Oncology

Group (RTOG) Scale

The RTOG Scale is a toxicity grading scale that
assesses the complications of radiation treatment
involving the skin and other tissues and organs
(Fisher et al., 2000; Haas, 2005). Toxicity is graded
on a 0—4 scale. Toxicities manifest as erythema,
pruritus, hyperpigmentation, dry desquamation,
moist desquamation, ulceration, and necrosis.
(Haas, 2005)



Radiosensitivity

The response of tumor cells to radiation in terms
of degree and speed. Poorly differentiated
immature cells, rapidly proliferating cells, or cells
with a high mitotic potential are more
radiosensitive. (Maher, 2000)

Simulation

The planning session for radiation treatment where
the patient’s position, treatment fields, and optimal
beam directions are selected. (Bostrom et al., 2001;
Light, 2005)

Skin toxicity

Dermatologic side effect encountered in radiation
therapy that range from mild erythema to moist
desquamation and ulceration. (Fisher et al., 2000;
Elliott et al., 2006)

Spectrophotometry

A method of chemical analysis based on the
absorption or attenuation by matter of
electromagnetic radiation of a specific wavelength
or frequency. It can be used to evaluate the
intensity of the erythema and pigmentation.
(Bostrom et al., 2001; Vuong et al., 2004)

Tangential fields
Radiation is directed to the tumor site at an angle.
(Meegan & Haycocks, 1997)

Target volume
All gross disease or visible enhancing tumor.
(Ma, 2005)
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DEFINITIONS

Tattoos

Small permanent marks made to indicate the
center and edges of the treatment field. Used for
daily set-up and helpful for duplicating a
treatment field if a patient returns for treatment in
the future. (Light, 2005)

Telangiectasia

An area of reddish discoloration displaying
multiple, prominent, thin-walled, and dilated
vessels. (Heggie et al., 2002)

Three field technique

Two opposed lateral fields and a cervical anterior
field, used in radiation to the head and neck
region. (Lievens et al., 1998)

Tissue tolerance dose
The radiation dose to which normal tissue can be
irradiated and continue to function. (Ma, 2005)

Transepidermal water loss

The measurement of the quantity of water that
passes from inside a body through the epidermal
layer to the surrounding atmosphere via diffusion
and evaporation processes. (Primavera et al., 2006)

Wedge

A beam modifier that is inserted into the path of
the radiation beam to improve the dose uniformity.
(Bostrom et al., 2001; Light, 2005)
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Added references from the European expert group:

Review Author & Reference

Gosselin et al (2010) Oncol Nurs Forum. 37(5); 619-626

A prospective randomized, placebo-controlled skin care study in
women diagnosed with breast cancer undergoing radiation therapy.

Study Information

Design: Prospective randomised double-blinded, placebo-
controlled study. Sample: 208 women with breast cancer.
None of the products were statistically better than placebo in
preventing skin reactions. Increases in skin reaction over time
did not vary with treatment group.

Conclusions and Implications

Findings and Conclusion: None of the products were statistically
better than placebo in preventing skin reactions. Increases in
skin reaction over time did not vary with treatment group.
Findings however, do not demonstrate improved clinical
outcomes with use of skin care products.

Expert review comments: Only 3 skin care products compared
so cannot use findings to generalize that the use of skin care

products does not improve clinical outcomes.
Support for the development and use of clinical guidelines.

Review Author & Reference

Hemati et al 2011, Support Care Cancer

Topical silver sulfadiazine for the prevention of acute dermatitis
during irradiation for breast cancer.

Study Information
RCT, 102 patients. (breast)

Lower RTOG scores for patients using cream containing 1 %
silver sulfadiazine compared with no topical skin care.

Conclusions and Implications

Expert review comments: Findings should be considered to
support the inclusion or exclusion of practice recommendations
within PEP guideline. More research is needed but this product
could be effective.




Review Author & Reference

Hollingworth H, Mann L (2010)

Managing acute skin reactions to radiotherapy treatment.
National survey of practice and recommendations.

Conclusions and Implications

European Expert review comments: Findings should be
considered to support the inclusion or exclusion of practice
recommendations within PEP guideline.

Review Author & Reference

Kirova 2011, Radiother Oncol. 2011 Aug;100(2):205-9. Epub 2011
May 31. Can we decrease the skin reaction in breast cancer
patients using hyaluronic acid during radiation therapy? Results
of phase Il randomised trial.

Study Information

Blinded RCT, No significant differences in skin care using
hyaluronic acid cream compared with placebo (200 patients with
breast cancer).

Conclusions and Implications

European Expert review comments: Findings should be
considered to support the inclusion or exclusion of practice
recommendations within PEP guideline.

Review Author & Reference

Kumar et al 2010, Liverpool Cancer Therapy Center

J of Med Imaging and Rad Onc 54, 264-279.

Management of skin toxicity during radiation therapy: a review
of the evidence.

Study Information
Literature review on 29 articles. Recent and well conducted
systematic review.

Conclusions and Implications

Expert review comments: Findings should be considered to
support the inclusion or exclusion of practice recommendations
within PEP guideline. They conclude (among many other
things) that washing skin with mild soap and water reduce the
risk for moist desquamation (P<0.05) compared with no
washing or washing with only water.

Review Author & Reference

McQuestion, M update 2011, Princess Margaret Hospital,
TorontoSem in Onc Nurs vol 27, no 2 (May). pp el-el7.
Evidence-based skin care management in radiation therapy:
clinical update.

Study Information
Update from an earlier review by the same author in 2006.

Conclusions and Implications

Update by a Clinical Nurse Specialist, Advanced practice nurse.
Conclusions in line with most on the content of the ONS
guidelines. Expert review comments: Findings should be
considered to support the inclusion or exclusion of practice
recommendations within PEP guideline.

Review Author & Reference

Miller et al 2011, Mayo clinic, USA.

Int J Radiat Oncol Biol Phys. 2011 Apr 1;79(5):1460-6.
Epub 2010 Aug 26.

Mometasone furoate effect on acute skin toxicity in breast
cancer patients receiving radiotherapy: a phase III double-
blind, randomized trial from the North Central Cancer
Treatment Group N06C4.

Study Information

RTC, adjuvant breast cancer.

(n =169). Intervention: daily skin care with potent corticosteroid
(group III) from onset of RT until healed. Controls: Placebo.
Patients receiving daily MMF during radiotherapy might
experience reduced acute skin toxicity compared with patients
receiving placebo (shows improvement in patient reported
outcomes). Well conducted study.

Conclusions and Implications

No sign difference between the groups regarding pain but
significantly less itching in the intervention group (p =0.008).
No significant difference between the groups in CTCAE scores
(clinician reported data). Significantly higher scores (p =0.003)
among controls in Maximum Skindex Score (patient reported
data) but no significant differences in proportion of dry or
moist desquamations (with the same assessment tool and also
reported by patients). This is the only large randomised,
placebo controlled trial published on potent corticosteroids
and is therefore an important reference for the guidelines.
There is no follow-up data on the risks of using potent
corticosteroids on irradiated skin. In this study the treatment
period was up to 7-8 weeks.

Review Author & Reference

Pinnix 2011

Int ] Radiat Oncol Biol Phys. 2011 Dec 14. [Epub ahead of print]

Topical Hyaluronic Acid vs. Standard of Care for the Prevention
of Radiation Dermatitis After Adjuvant Radiotherapy for Breast
Cancer: Single-Blind Randomized Phase III Clinical Trial.

Study Information

RCT, blinded, breast cancer

The study was interrupted after the inclusion of 74 or 92
planned patients due to the results. All patients was randomly
selected to used hyaluronic acid gel on one part of the irradiated
skin and petrolatum-based gel on the other part.



Conclusions and Implications
Significantly higher RTOG scores for skin treated with hyluronic
acid gel. (p=0.027)

Review Author & Reference

Salvo et al 2010, Sunnybrook, Toronto Current Oncology vol 17
Nr 4, 94-112.

Prophylaxis and management of acute radiation-induced skin
reactions: a systematic review of the literature.

Study Information

Literature review on 39 articles. In conclusion, the evidence is
insufficient to support the use of a particular agent for the
prevention and management of acute radiation-induced skin
reactions. Recent and well conducted systematic review.

Conclusions and Implications

All the three reviews that are listed here are recent and draw
similar conclusions and would be good to add to the reference
list. Our concern is the current literature list has quite a few
older studies.

Expert review comments: Findings should be considered to
support the inclusion or exclusion of practice recommendations
within PEP guideline.

Review Author & Reference

Watson CL et al, International Journal of Radiation Oncology
Biology- physics.

Volume 83, Number 1,2012 RCT: Antiperspirant use

during EBRT.

Study Information

A randomized control trial 0f198 patients with stage 0, Lor II
breast cancer receivingexternal beam radiotherapy after surgery
compared theeffects of using aluminumbasedantiperspirant
versus standard-wash only skin care on skin toxicity and
quality of life.

Conclusions and Implications

The skin reaction data were analyzed using the generalized
estimating equation. No statistically significant difference was
seen in the skin reaction between the 2 groups over time.

The quality of life data also revealed no statistically significant
difference between the 2 groups over time.
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