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About Dignitana 

Our mission is to provide cancer patients with dignity and control during a very challenging time. 

Working directly with both clinicians and patients, we provide an innovative medical device in  

combination with expertise, education and support throughout the scalp cooling process.

Dignitana produces the patented DigniCap® Scalp Cooling System to counteract chemotherapy- 

related hair loss and contribute to improved patient well-being and quality of life. 

The DigniCap Scalp Cooling System has been used around the world for over 15 years. After a multi- 

center clinical trial, DigniCap became the first scalp cooling system to receive FDA clearance in the  

United States in 2015. It is now indicated to reduce the likelihood of chemotherapy-induced alopecia  

in cancer patients with solid tumors.

Summary of Clinical Evidence – The DigniCap® Scalp Cooling System

The DigniCap Scalp Cooling system is indicated  
to reduce the likelihood of chemotherapy-induced 
hair loss in cancer patients with solid tumors.
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2Summary of Clinical Evidence – The DigniCap® Scalp Cooling System

EXPERIENCE OUTSIDE OF THE U.S.

The efficacy of The DigniCap Scalp Cooling System has been reported in several clinical evaluations outside of the United States, with 

the first report published in 1999. These studies investigated the effects of scalp cooling on the incidence of alopecia in patients with  

various malignancies using a variety of chemotherapy regimens in both the adjuvant and palliative settings. Efficacy has best been 

demonstrated in chemotherapy regimens containing docetaxel, paclitaxel, cyclophosphamide, and/or carboplatin. These studies did  

not have long term follow up, and were single armed non-randomized prospective studies. Long-term effects of scalp-cooling and  

scalp metastasis have not been fully studied in the adjuvant setting outside of stage I and II breast cancer. It is not clear whether there  

is increased risk of recurrence, particularly scalp or skull metastases, based on the data available. 

EXPERIENCE IN THE U.S.

A multi-center clinical trial of The DigniCap Scalp Cooling System was conducted between August 2013 and October 2014, including  

women with stage I and II breast cancer. In this study including more than 100 women, 66.3% kept at least 50% of their hair. The  

DigniCap Scalp Cooling system was initially granted clearance by the FDA in December 2015, for use in women with breast cancer. In 

July 2017, the indications for use were expanded by the FDA to include men and women with solid tumor cancers. Long term safety fol-

low-up for scalp metastases is ongoing as part of this study.

SYSTEMATIC REVIEW AND META-ANALYSIS

Since the publication of the U.S. pivotal study, two additional systematic reviews and meta-analysis have been published by the  

Dignitana principal investigators.

The first paper analyzed randomized controlled trials of scalp hypothermia for preventing alopecia during chemotherapy. Patients  

undergoing scalp cooling (n=1959) were studied under an estimated mean time frame of 43.1 months. Control patients who did not  

undergo scalp cooling (n=1238) were evaluated over an estimated mean time frame of 87.4 months. The incidence rate of scalp  

metastasis in the scalp cooled group of patients versus the control group of patients was 0.61% (95% CI 0.32-1.1%) versus 0.41% (95%  

CI 0.13-0.94%); P = 0.43. The authors conclude that the incidence of scalp metastases was low regardless of scalp cooling suggesting 

that scalp cooling does not increase the incidence of scalp metastases.

The second paper analyzed randomized controlled trials of scalp hypothermia for preventing alopecia during chemotherapy. For the 

binary outcome of < 50% versus > 50% alopecia, the use of scalp cooling reduced relative risk (RR) of alopecia by 43% (RR, 0.57;  

95% CI, 0.45-0.72; I2 = 11%; P < .00001). For ordinal outcomes (alopecia on a scale of 0-3), use of scalp cooling significantly reduced  

alopecia (MD, -0.80; 95% CI, -1.19 to -0.41; I2 = 0%; P < .0001). The quality of the evidence was graded as moderate. It was concluded  

that the use of scalp cooling prevents alopecia in patients with solid tumors undergoing chemotherapy.

CONCLUSION

The DigniCap Scalp Cooling System has been studied over time, most notably in the pivotal study for U.S. FDA clearance. The fact  

that scalp cooling minimizes alopecia in patients with solid tumors undergoing chemotherapy has also been confirmed in a recent  

systematic review and meta-analysis of randomized trials. Furthermore, the incidence of scalp metastases was low regardless of scalp 

cooling in another systematic review and meta-analysis. Nevertheless, the long-term follow-up for scalp metastases is ongoing in  

Dignitana´s U.S. pivotal study.
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Type of study (RCT, 
retrospective, single 
arm prospective  
non-randomized  
studies.)

Non-randomized  
prospective 
cohort study at 
5 US medical  
centers. 

Patients electing  
not to undergo  
scalp cooling  
were enrolled in  
the concurrent  
control group. 

August 2013 -  
October 2014. 

Ongoing annual  
follow-up for  
5 years.

Treatment group

Women with stage I or II  
breast cancer receiving  
adjuvant or neoadjuvant  
chemotherapy regimens  
excluding sequential or  
combination anthracycline  
and taxane

Docetaxel (75mg/m2) and  
cyclophosphamide (600mg/m2) 
for 4-6 cycles every 3 wk

Paclitaxel (80mg/m2)  
weekly for 12 cycles

Docetaxel (75mg/m2),  
carboplatin AUC 6 for 6  
cycles every 3 wks, and  
trastuzumab weekly or every  
3 wk with or without  
pertuzumab every 3 wk

Docetaxel (75 mg/m2),  
trastuzumab, and pertuzumab 
every 3 wk for 6 cycles

Control 
group

Scheduled  
to receive  
same  
chemo- 
therapy  
as scalp  
cooled pts. 

Sample size

101 (106-safety) 
patients in the scalp 
cooling group and 16 
in the control group.

Follow-up  
schedule

Hair loss: Patient 
self-assessment 
Dean scale 

Adverse Events: 
Common Termi-
nology Criteria  
for Adverse  
Events version 4

Completed  
cooling %

88/106 (83%)  
of patients  
in the scalp  
cooling group 
completed 
all planned 
cycles of  
chemotherapy.

% Success with 
<50% hair loss

66.3%

List of Adverse 
Events

6/106 patients  
experienced  
7 AEs

Headache (n=4), 

Pruritus (n=1), 

Skin pain (n=1), 

Head discomfort 
(n=1); 

None AE were 
rated severe and 
1 patient had a 
headache that was 
rated as moderate.

No patient  
has developed 
scalp metastases 
(median follow- 
up from last  
chemotherapy 29.5 
months (range, 
24.4-34.8 months).  
Patient follow-up
will continue for  
5 years.

Reason for  
discontinuation  
of cooling

Three patients 
(2.8%) discontin-
ued scalp cooling 
because of feeling 
cold. 

Eleven patients 
(10%) did not 
complete all 
chemotherapy  
cycles due to hair  
loss (n = 7) or  
chemotherapy 
adverse effects 
(n = 4).

Summary of Clinical Evidence – The DigniCap® Scalp Cooling System

STUDY 1	 Rugo HS et al., 2017 Helen Diller Family Comprehensive Cancer Center, University of California, San Francisco
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Type of study (RCT, 
retrospective, single 
arm prospective  
non-randomized  
studies.)

Retrospective

Consecutive  
series of patients;

December 2010 - 
January 2015.

Treatment group

Weekly TX for 12 cycles (n=4).

Weekly TX for 12 cycles and  
AC every 3 weeks for 4-6  
cycles (n=66).

AC every 3 weeks for 6-8  
cycles (n=28).

Control 
group

N/A

Sample size

204 patients with 
Stage I-V breast 
(n=120), ovary, lung, 
uterus, esophagus, 
prostate, chest,  
urethra, rectum, 
larynx, bladder, 
colon, liver cancer 
and non-Hodgkin´s 
lymphoma.

Follow-up  
schedule

Hair loss: Photos 
Dean scale

Completed  
cooling %

72% (98/120)

% Success with 
<50% hair loss

84% (82/98)

List of Adverse 
Events

At follow-up: no 
side effects or 
scalp metastasis 
present.

Reason for  
discontinuation  
of cooling

Hair loss.

STUDY 2	 Hernández et al., 2016 American British Cowdray, ABC Medical Center, Mexico City

STUDY 3	 Fehr et al., 2016 1) Clinic of Kempten-Oberallgäu, Germany 2) Cantonal Hospital Frauenfeld, Switzerland

Non-randomized 
prospective

PT 175 mg/m2 and carboplatin  
AUC 6 (area under the curve) 
for 6 three-week cycles [n =  
12 (22%)]

D 60 mg/m2 and C 600 mg/ 
m2 for 4 three-week cycles,  
followed by DT 100 mg/m2 for  
4 three-week cycles [n = 11 
(20%)]

E 90 mg/m2 and C 600 mg/ 
m2 for 4 three-week cycles,  
followed by PT 80 mg/m2  
weekly for 12 weeks [n = 10 
(18%)]

PT 80 mg/m2 weekly for 16 
weeks [n = 8 (15%)]

DT 75 mg/m2 and C 500 mg/m2 
for 4 three-week cycles  
[n = 6 (11%)]

F 500 mg/m2, E 100 mg/m2,  
and C 500 mg/m2 for 3 three- 
week cycles, followed by DT  
100 mg/m2 for 3 three-week 
cycles [n = 64 (7%)]

DT 75 mg/m2, D 50 mg/m2,  
and C 500 mg/m2 for 6  
three-week cycles [n = 4 (7%)]

N/A Women with breast, 
endometrial, or ovar-
ian cancer (n=55)

Breast cancer: 
35 adjuvant (x%) 
5 palliative (y%)
2 neo-adjuvant (z%)

Ovarian cancer:
12 (22%)
Endometrial cancer 
1 (1.8%)

Photographs of 
the patient’s head 
from 5 different 
views.

WHO scale.

Grade 0: no  
hair loss 

Grade 1: minimal 
hair loss (>0%  
to 25%).

Corresponds to 
Dean score 0 
and 1.

78% (43/55) 56% (28/50)

(up to 25%  
hair loss)

1.8% (1/55)

could not tolerate 
scalp cooling.

Hair loss (n=7), 
death (n=3), 
change of treat-
ment centre  
(n=1), and doubts 
about study  
participation/ 
withdrawal of 
consent (n=1).



Type of study (RCT, 
retrospective, single 
arm prospective  
non-randomized  
studies.)

Non-randomized 
prospective

June 2014 -  
February 2016

Treatment group

4 x E/C 90/600 mg/m2 + 12 x 
PT 80 mg/m2

Control 
group

N/A 

Sample size

Women with breast 
cancer (n=34)

Follow-up  
schedule

Quantification of 
hair loss by  
patients and  
nursing staff.

Photos.

Completed  
cooling %

56% (19/34)

% Success with 
<50% hair loss

100%

Patient assessm.:
All <50% hair 
loss, 
Nurses assessm.: 
All <25%  
hair loss

List of Adverse 
Events

Not stated

(>50% of patients 
did not report any 
side effects.)

Reason for  
discontinuation  
of cooling

Cold sensation 
(n=6) 

Other (n=9)

STUDY 4	 Drinkut et al., 2016 Medizinische Hochschule Hannover, Klinik für Frauen-heilkunde und Geburtshilfe, Hannover, Germany

STUDY 5	 Schaffrin-Nabe et al., 2016 Gemeinschafts-praxis Bochum, Germany

Non- randomized 
prospective

Neo-adjuvant EC-PT Yes Breast cancer  
patients (n=40);

Scalp cooled (n=32),
Controls (n=8)

Hair-mass- index 
(trichometer)

No visible hair loss 
was considered 
treatment success.

100% (32/32) 63% (20/32)
(no visible hair 
loss)

Complete hair 
loss in controls.

Not stated. N/A

STUDY 6	 Traub et al., 2016 Agaplesion Markus Krankenhaus Frankfurt am Main, Germany

Non- randomized 
prospective

October 2015 -

4 x EC, 12 x PT (n = 7)

4 x PT, 4 x EC (n = 1)

4 x EC (n = 1)

18 x PT Mono (n = 1)

4 x Nab-PT Mono (n = 1) 

18 x PT plus Myocet (n = 1)

N/A Women with breast 
cancer (n=12)

Objective  
assessment of 
photographs.

75% (9/12) 75% (9/12)

(<20% hair loss)

Cooling-induced 
side effects

Hair loss (n=1), or 
cooling-induced 
side effects (n=2)

5 Summary of Clinical Evidence – The DigniCap® Scalp Cooling System
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Type of study (RCT, 
retrospective, single 
arm prospective  
non-randomized  
studies.)

Non- randomized 
prospective

Treatment group

EC

EC-TX +/- Trastuzumab TC

Control 
group

N/A

Sample size

Patients with stage 
I-III breast cancer 
receiving adjuvant 
chemotherapy 
(n=109).

Follow-up  
schedule

Hair loss

Patient self-  
assessment & 
assessment by 
treating physician

Dean scale

Completed  
cooling %

79% (86/109)

% Success with 
<50% hair loss

77% (84/109)

List of Adverse 
Events

Headaches and 
coldness.

No serious  
adverse events.

Reason for  
discontinuation  
of cooling

Hair loss (n=12),

Discomfort during 
the cooling period 
(n=4),

Other reasons 
(n=7).

STUDY 7	 Campennì et al., 2016 European Institute Oncology, Milan

STUDY 8	 Schaffrin-Nabe et al., 2015 Gemeinschafts praxis für Hämatologie und Onkologie Bochum, Germany

Non- randomized 
prospective

E 90 mg/m2 + C 3w + PT w       
E 90 mg/m2 + C 2w + PT w
E 90 mg/m2 + C 3w + DT 100 
mg/m2

F + E 100 mg/m2 + C F + E 90 
mg/m2 + C
DT 75 mg/m2 Carboplatin 
AUC 6

N/A In total 226 cancer 
patients with solid 
tumors.

Breast cancer  
receiving (neo)  
adjuvant and  
palliative  
chemotherapy 
(n=136).

Hair loss, common 
toxicity criteria 
(CTC German 
version 1.0) scale 
for alopecia.

No or not visible 
hair loss, CTC 0-1.

3.1% (7/226) 65%

(no or not  
visible hair loss, 
CTC 0-1.)

Slight and well 
tolerable sensation 
of cold and mild 
cranial pressure. 

No skin irritations 
recorded.

Cold intolerance 
and aversion.

STUDY 9	 Andrews et al., 2014 Patricia Ritchie Centre, the Mater Hospital Sydney, Australia

Prospective  
feasibility

AC or combination FEC or 
FEC-D

TC

Other

N/A Early stage breast 
cancer (n=122)

Completion rate
 
Hair loss: Dean 
score

80.5% (98/122) 50% (61/122) Not stated Adverse events 
not listed  
specifically for 
patients using  
the DigniCap.



Type of study (RCT, 
retrospective, single 
arm prospective  
non-randomized  
studies.)

Non- randomized 
prospective

June 2011-December 
2012

Treatment group

Multiple combinations

(Neo-) adjuvant chemotherapy
E 90 mg/m2 + C 600 mg/m2 
(q3w*4) DT 100/175 mg/m2 
(q3w*4)

F 500 mg/m2 + E 100 mg/m2

+ C 500 mg/m2 (q3w*6)

F 500 mg/m2 + E 100 mg/m2

+ C 500 mg/m2 (q3w*6) DT 100 
mg/m2 (q3w*3)

E 90 mg/m2 + C 600 mg/m2 
(q3w*4)

Carboplatin Pt/DT (q3w*6) 

Palliative chemotherapy
Taxol 135/Herceptin 8mg/kg 

Halaven 1.23

Taxol 90 Avastin 10mg/kg 

Carboplatin

Gemcitabine/Cisplatin

Control 
group

N/A 

Sample size

Breast cancer (n=83)

Adjuvant (n=58) 
Palliative (n=6) 
Drop outs (n=19)

Follow-up  
schedule

Hair loss: Photos

Numerical VAS 
(1- 10)

Completed  
cooling %

77%

(64/83 finished 
chemotherapy 
and scalp cool-
ing.)

% Success with 
<50% hair loss

52.6%

List of Adverse 
Events

Feeling of Cold 

Headaches

Heaviness of head

Scalp Pain 

Frequency
differed between 
patients with  
(neo-) adjuvant 
and palliative CT

Reason for  
discontinuation  
of cooling

Out of 19 patients; 
hair loss (n=5),

Cancer related 
emergency cases 
or disease  
progression (n=3),

STUDY 10	 Friedrich and Carstensen, 2014 Mammazentrum, Jerusalem Hospital, Hamburg, Germany

7 Summary of Clinical Evidence – The DigniCap® Scalp Cooling System



Type of study (RCT, 
retrospective, single 
arm prospective  
non-randomized  
studies.)

Non-randomized 
prospective

March 2012 -  
November 2013

Treatment group

E 100mg/m2 + C 600 mg/m2 
(n=53)

DT 100 mg/m2 (n=10)

PT 175 mg/m2 + carboplatin 
AUC 5-6 (n=21)

Irinotecan 80 mg/m2 (n=4)

Etoposide 100 mg/m2 day 1-3+ 
Carboplatin AUC5 (n=3) 

TXT 75 mg/m2 (n=2)

DT 75 mg/m2 + Cisplatine 75 
mg/m2 + Capecitabine 1000 
mg/m2 (n=2)

Other combinations (n=13)

Control 
group

N/A

Sample size

108 cancer patients

(Treatment ongoing 
for 8 patients).

Follow-up  
schedule

Hair loss: US NCI 
(CTCAE) v4.0.

No alopecia / 
crown like  
alopecia

Completed  
cooling %

96% (104/108)

% Success with 
<50% hair loss

57% (62/108)

(No alopecia / 
crown like  
alopecia)

List of Adverse 
Events

Not stated

Reason for  
discontinuation  
of cooling

Discomfort (n=4)

STUDY 11	 Udrea et al., 2014 Medisprof Oncology Day Hospital, Cluj, Romania

STUDY 12	 Meunier et al., 2013 Service de chimiothérapie, Clinique Charcot, Lyon, France Centre Alexis Vautrin, Nancy, France  
 	 Jerusalem Krankenhaus Mammazentrum Hamburg, Germany

Non-randomized  
prospective multi-
center

(Neo-) adjuvant chemotherapy

 4 E90 C600 + 4 Taxotere 
(n=26)

3 FEC100 + 3 Taxotere (n=10)

 6 FEC 100 (n=15)

4 T75C600 +/- Trastuzumab 
(n=7)

Other: Taxane +/-anthracyclines 
(n=11)

Palliative: Paclitaxel, Eribuline, 
Carbo and cisplatin, gemcit-
abine (n=6)

N/A Cancer patients 
(total n=133).

Breast cancer (n=75)

(Neo) adjuvant 
(n=69)

Palliative (n=6).

Hair loss: Patient 
self- assessment

VAS 0-100, with 
100 being total 
hair preservation.

(success: keeping 
60-100% of hair)

44.6% (neo) adjuvant: 
65%

Palliative: 83%

Headaches (22%)

Cold sensation or 
pain to the scalp 
(4%)

Intolerance (9%)
 
Headaches (9%) 

Unknown (9%)

Hair loss (22%) 

Stopped chemo/ 
disease progres-
sion (9%)

8Summary of Clinical Evidence – The DigniCap® Scalp Cooling System



Type of study (RCT, 
retrospective, single 
arm prospective  
non-randomized  
studies.)

Randomized  
prospective

Treatment group

PT (175 mg/m2) + carboplatin 
AUC 5-6

Control 
group

3 versus  
8 °C 

Sample size

Gynecological  
cancer (total n=43);

Ovarian (n=22)

Endometrial (n=17)

Cervical (n=2)

Tubal (n=1) 

Peritoneal (n=1)

Follow-up  
schedule

Hair loss: Photos 
investigator  
assessment

VAS (0-10) patient 
assessment 

Completed  
cooling %

91% (43/47)

% Success with 
<50% hair loss

51%

List of Adverse 
Events

Scalp cooling was 
generally very  
well tolerated.

Headaches VAS ≤ 1

Coldness VAS ≤ 3.4

Reason for  
discontinuation  
of cooling

Anaphylactic  
reactions, periph-
eral neuropathy 
and regimen 
modification.

STUDY 13	 Ekwall et al., 2013 Örebro University Hospital, Örebro, Sweden

STUDY 14	 Abramov et al., 2011 N.N Blokhin Russian Center Research, Chemotherapy and combined treatment Moscow. Russian federation

Non-randomized 
prospective

ANR (n=5) 

TX (n=8)

ANR+TX (n=7)

N/A Breast cancer (n=20) Hair loss: CTCAE 
v3.0 Grade 1:  
(thinning or 
patchy)

Not stated. 100%

ANR: 100% no 
hair loss

TX: 50% no  
hair loss, 50% 
grade 1

ANR+TX: 29%
no hair loss,  
71% Grade 1

Not stated N/A

STUDY 15	 Byahov et al., 2006 Semashko Central Clinical Hospital, Moscow, Russia

Non-randomized 
prospective

ANR (n=43)

Non-ANR (n=34)

N/A Breast cancer,  
ovarian cancer,  
colorectal cancer 
(total n=77)

Hair loss CTCAE 
v 3.0

Not stated ANR: 79%

Non-ANR: 94%

Well tolerated by 
all patients.

N/A

9 Summary of Clinical Evidence – The DigniCap® Scalp Cooling System



Type of study (RCT, 
retrospective, single 
arm prospective  
non-randomized  
studies.)

Treatment group Control 
group

Sample size Follow-up  
schedule

Completed  
cooling %

% Success with 
<50% hair loss

List of Adverse 
Events

Reason for  
discontinuation  
of cooling

STUDY 16	 Ridderheim et al., 2003 Lund University Hospital, Sweden

Non-randomized 
prospective pilot

PT 175 mg/m2, Carboplatin 
AUC 5

PT 175 mg/m2, E 75 mg/m2, 
Carboplatin AUC 5

DT 100 mg/m2 

PT 175 mg/m2

Gemcitabine 1,000 mg/m2 day 
1+8, E 75 mg/m2 day 1

E 60 mg/m2, C 600 mg/m2, 
5-FU 600 mg/m2

D 50 mg/m2, Cisplatin 50  
mg/m2

E 50 mg/m2, Carboplatin AUC 5

Vinorelbine 30 mg/m2 

D 25 mg/m2

Bleomycin 10,000 E/m2

Vinblastin 6 mg/m2 
Darcabazin 375 mg/m2

Bleomycin 30,000 day 1, 5, 16
Etoposide 100 mg/m2 day 1–5
Cisplatin 20 mg/m2 day 1–5

Topotecan 1.0 mg/m2 day 1-5
Etoposide 50 mg/day 6–12
Topotecan 1.0 mg/m2

N/A In total 74 cancer 
patients;

Ovarian cancer 
(n=60)

Hodgkin´s Lympho-
ma (n=8)

Breast cancer (n=3)

Endometrial cancer 
(n=2)

Sarcoma (n=1)

Length of  
Follow-up: 15 
months (range 
3-44).

Hair loss:

Photos

Numerical VAS 
(0-10)

97% (72/74) Minimal to no 
hair loss in ANR 
or TX treated 
patients.

Median hair  
loss was VAS 6 
(range 1.5– 8)  
in patients  
treated when 
combining  
ANR and TX.

Discomfort was 
modest (median 
value 1.5; range 
0.5–8).

No presence of 
scalp metastases

Discomfort

10Summary of Clinical Evidence – The DigniCap® Scalp Cooling System



Type of study (RCT, 
retrospective, single 
arm prospective  
non-randomized  
studies.)

Non-randomized 
prospective

August 2007- 
October 2010

Treatment group

PT 60 mg/m2 weekly + C 400 
mg/m2 (n=252)

PT+ H (n=29)

E 40 mg/m2 biweekly+ C 400 
mg/m2 (n=54)

Other combinations (n=24) 
(Combination by 5FU, CPT- 11, 
Gemcitabine and CBDCA.)

Control 
group

N/A

Sample size

Breast cancer 
(n=359)

Follow-up  
schedule

Modified WHO 
scale (Grade 1-5)

Success defined 
as <30% hair loss. 
Photos

Completed  
cooling %

Not stated

% Success with 
<50% hair loss

96%

List of Adverse 
Events

No abnormal scalp 
sensation or  
headaches during 
or after treatment.

No scalp  
metastasis.

Reason for  
discontinuation  
of cooling

N/A

STUDY 17  Kato et al., 2011 Kato Breast Clinic, Shiga, Japan

STUDY 18	 Henriksen et al., 2003 Herlev Hospital, University of Copenhagen Denmark

Non-randomized 
prospective interim

Seven cycles of FEC  
(Adjuvant). 

Dose not stated.

N/A Breast cancer (n=26) Hair loss: Patients 
self- assessment 
Clinical photos 
Numerical VAS, 
wig use

Side effects: 
Numerical VAS 
post-treatment 
questionnaire

Not stated 88% success  
rate,

23/26 patients 
choose not to 
use a wig.

Side effects  
and extra time  
accepted by  
the patients.

N/A
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Type of study (RCT, 
retrospective, single 
arm prospective  
non-randomized  
studies.)

Non-randomized 
prospective pilot

Treatment group

PT 135-175 mg/m2 (n=3) 
DT 100 mg/ m2 (n=3) 
FEC (n=2)
CMF (n=1)

Control 
group

Yes, PT

Sample size

Ovarian cancer (n=3)

Breast cancer (n=6)

Ovarian cancer  
control (n=2)

Follow-up  
schedule

Hair loss:

Numerical VAS 
(1-10) independent 
observers  
assessment.

Discomfort  
assessed by  
the patients.

Completed  
cooling %

100%

% Success with 
<50% hair loss

Scalp cooled 
patients: 100%

Controls: 0% 
(Minimal to
no hair loss 
(VAS < 2.5) in 
all scalp cooled 
patients.)

List of Adverse 
Events

Discomfort level 
initially low (mean 
VAS 3) and  
decreased after  
10 min (mean  
VAS 1.5).

No presence of 
scalp metastases

Reason for  
discontinuation  
of cooling

N/A

STUDY 19	 Lundgren et al., 1999 Umeå University Hospital & Lund University Hospital, Sweden

AC:  doxorubin + cyclophosphamide

ANR: anthracyclines		

AUC: Area Under Concentration time curve 

C:  cyclophosphamide 	

D:  doxorubicin 			

DT:  docetaxel

E:  epirubicin			

F:  5-fluorouracil		

H:  Herceptin 		

M:  methotrexate		

Mi:  mitoxanthrone		

PT:  paclitaxel		

TC:  docetaxel + cyclophosphamide

TCH:  docetaxel + carboplatin + trastuzumab	

TX:  taxanes			

Vc:  vincristine

Abbreviations
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Proven innovation in scalp cooling

“	After 4 rounds of AC and 12 rounds of Paclitaxel in 135 days, I’ve finished chemo 	
	 and saved my hair with DigniCap.”	  
	                                                                                - Monika Dockendorf, Washington DC
                                                                                                                      #canceratthirty

Before chemo	   Day 55                          Day 70                          Day 100                        After chemotherapy with DigniCap



Proven innovation in scalp cooling

DigniCap® is a product of Dignitana AB, a public, Swedish medical device company. DigniCap® is a patented scalp cooling system that offers men and women with solid 

tumor cancers the ability to keep their hair during chemotherapy. DigniCap® provides continuous cooling with high efficacy, safety and acceptable patient comfort. The 

company is the first FDA cleared provider of scalp cooling technology. Dignitana, DigniCap, DigniCard, DigniCool, DigniStick, DigniTherm, and DigniLife are trademarks 

of Dignitana AB (publ). Dignitana, DigniCap and DigniLife are registered trademarks owned by Dignitana AB (publ).

Dignitana   10925 Estate Lane, W-185, Dallas, Texas 75238    877.344.6468    info@dignitana.com
 

www.dignicap.com
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