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Introduction

Depression affects a large proportion of the population and 
KDV�EHHQ�UDQNHG�E\�WKH�:RUOG�+HDOWK�2UJDQL]DWLRQ�DV�RQH�RI�
the world’s leading causes of burden of disease1. Established 
WUHDWPHQWV� LQFOXGLQJ� WKH� VR�FDOOHG� ³WDONLQJ� WKHUDSLHV´� DQG�
DQWLGHSUHVVDQWV� DUH� RI� EHQH¿W� WR� VRPH� SDWLHQWV�� EXW� PDQ\�
H[SHULHQFH� OLPLWHG� RU� QR� EHQH¿W� IURP� WKHVH� WUHDWPHQWV��
DQG� DQWLGHSUHVVDQWV� DUH� DOVR� NQRZQ� WR� FDXVH� VLGH�HIIHFWV��
7KLV�PD\� LQ� SDUW� H[SODLQ�ZK\�GHSUHVVLRQ� LV� RQH�RI� WKH�PRVW�
common clinical conditions homeopaths are consulted for2. 
In a systematic review published nine years ago� the authors 
FRQFOXGHG� WKDW�� ³«� the evidence for the effectiveness of 
homeopathy in depression is limited due to lack of clinical trials 
of high quality�´�6LQFH� WKLV� UHYLHZ��VRPH�XQFRQWUROOHG�VWXGLHV�
DQG� HI¿FDF\� WULDOV� DVVHVVLQJ� WKH� EHQH¿W� RI� KRPHRSDWK\� LQ�
GHSUHVVLRQ�KDYH�EHHQ�SXEOLVKHG��7KLV�DUWLFOH�EULHÀ\�GLVFXVVHV�
WKH�OLPLWDWLRQV�RI�WKHVH�VWXGLHV�DQG�WKH�DSSURDFK�WDNHQ�E\�WKH�
'(36<�SURMHFW�WR�LPSURYH�WKH�HYLGHQFH�EDVH��

Uncontrolled studies

Uncontrolled observational studies of treatment by homeopaths 
most commonly include patients with a wide range of 
FRPSODLQWV��VRPH�RI�ZKRP�VXIIHU�IURP�GHSUHVVLRQ��7KH�ODUJHVW�
REVHUYDWLRQDO� VWXG\�� ZLWK� D� WRWDO� RI� ������ SDWLHQWV�� LQFOXGHG�
���� GLDJQRVHG� ZLWK� GHSUHVVLRQ��� 2YHU� ���� H[SHULHQFHG� DQ�
overall improvement and more than half felt they were “better” 
or “much better” after homeopathic treatment. The length of the 
assessment period for depressed patients was however not 
VSHFL¿HG�DQG�WKH�RXWFRPH�PHDVXUH�KDV�QRW�EHHQ�YDOLGDWHG�IRU�
this group of patients. The most recently published observational 
VWXG\��UHSRUWLQJ�RQ����SDWLHQWV�GLDJQRVHG�ZLWK�GHSUHVVLRQ��XVHG�
ZHOO�HVWDEOLVKHG�GHSUHVVLRQ�RXWFRPH�PHDVXUHV��LQFOXGLQJ�WKH�
+DPLOWRQ�'HSUHVVLRQ�5DWLQJ�6FDOH��+'56����5HVXOWV�VKRZHG�

VWDWLVWLFDOO\�VLJQL¿FDQW�LPSURYHPHQWV�IRU�SDWLHQWV�DW���������DQG�
���PRQWKV��S ��������$OWKRXJK�XQFRQWUROOHG�VWXGLHV�PD\�DGG�
YDOXDEOH� LQIRUPDWLRQ�RQ�SDWLHQWV¶�H[SHULHQFHV�ZLWK� WUHDWPHQW��
WKH�ODFN�RI�D�FRQWURO�JURXS�VLJQL¿FDQWO\�UHGXFHV�WKH�SRVVLELOLW\�
WR� GUDZ� DQ\� FRQFOXVLRQV� UHJDUGLQJ� D� FDXVH�DQG�HIIHFW� OLQN�
EHWZHHQ� SDWLHQWV¶� H[SHULHQFHV� DQG� WKH� WUHDWPHQW� WKH\� KDYH�
UHFHLYHG��DV�WKHUH�PD\�EH�RWKHU�UHDVRQV�ZK\�SDWLHQWV�UHSRUW�
improvement.

(I¿FDF\�WULDOV��5&7V�

2YHU�WKH�SDVW�GHFDGH��RI�WKUHH�WULDOV�ZKLFK�DLPHG�WR�DVVHVV�WKH�
HI¿FDF\�RI�KRPHRSDWKLF�PHGLFLQHV�LQ�GHSUHVVLRQ�����WZR�ZHUH�
XQDEOH�WR�UHFUXLW�VXI¿FLHQW�SDWLHQWV�WR�GUDZ�DQ\�FRQFOXVLRQV���. 
5HFUXLWPHQW� DWWULWLRQ� LV� D� ZHOO�NQRZQ� FKDOOHQJH� LQ� SODFHER�
FRQWUROOHG� GRXEOH�EOLQGHG� WULDOV�� ,W� PD\� EH� GLI¿FXOW� WR� UHFUXLW�
SDWLHQWV�WR�D�WULDO�ZKHQ�WKH\�NQRZ�WKDW�WKH\�PLJKW�UHFHLYH�DQ�
inactive placebo pill and not “the real thing”. Such trials may 
UHVXOW�LQ�UHVHQWIXO�GHPRUDOL]DWLRQ�LI�SDWLHQWV�EHOLHYH�WKH\�KDYH�
been allocated to the placebo group���SRVVLEO\�FDXVLQJ�SDWLHQWV�
WR� GURS� RXW� RI� WKH� WULDO�� WR� FRPSO\� OHVV� ZHOO� ZLWK� WUHDWPHQW�
instructions or to perform less well on outcome measures. The 
third trial used a placebo-controlled double-dummy method�. 
+RPHRSDWKLF�PHGLFLQHV�ZHUH� IRXQG� WR� EH� QRQ�LQIHULRU� WR� DQ�
HVWDEOLVKHG� DQWLGHSUHVVDQW� GUXJ� �ÀXR[HWLQH�� DIWHU� �� DQG� ��
ZHHNV��7KHVH�UHVXOWV�DUH�SURPLVLQJ��EXW�GR�QRW�VD\�DQ\WKLQJ�
about any long-term effects of the treatment. 

/LPLWDWLRQV�RI�HI¿FDF\�WULDOV

(I¿FDF\�WULDOV�XVXDOO\�LQYROYH�QDUURZ�LQFOXVLRQ�FULWHULD�LQ�RUGHU�
to demonstrate the effect of ‘the pill’ compared to the placebo 
control and ‘the pills’ are often prescribed in a standardised 
ZD\��$OWKRXJK�VXFK�WULDOV�PD\�DQVZHU�TXHVWLRQV�RI�WKH�HI¿FDF\�
RI� µWKH�SLOO¶�� WKH\�DUH�XQVXLWHG� WR�DQVZHU� LPSRUWDQW� TXHVWLRQV�
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for clinical decisions in real-world practice�� and have “doubtful 
applicability to most patients, most settings and most clinicians.”  
$� PRUH� UHFHQW� YHUVLRQ� RI� WKH� &RQVROLGDWHG� 6WDQGDUGV� IRU�
5HSRUWLQJ� 7ULDOV� �&216257�11 recommended authors to 
provide information to assist readers in determining whether 
the results are applicable in their own settings.

7KH�'(36<�WULDO�±�FORVH�WR�³UHDO�ZRUOG´�SUDFWLFH

7KH�'HSUHVVLRQ� LQ� 6RXWK�<RUNVKLUH� �'(36<�� WULDO� LV� WKH� ¿UVW�
SUDJPDWLF��QRQ�EOLQGHG��UDQGRPLVHG�FRQWUROOHG�WULDO�DVVHVVLQJ�
“real world” effectiveness and cost-effectiveness of treatment 
by homeopaths for patients suffering from self-reported 
depression. The homeopaths involved are free to practice as 
they usually do and the inclusion criteria are broad12��WKXV�WKH�
UHVXOWV�ZLOO�EH� UHOHYDQW� WR� UHDO�ZRUOG�SDWLHQWV�� LQFOXGLQJ� WKRVH�
with multiple conditions and those using other treatments. To 
UHÀHFW� XVXDO� KRPHRSDWKLF� FDUH�� WUHDWPHQW� LV� RIIHUHG� RYHU� D�
��PRQWK�SHULRG� �ZLWK�DVVHVVPHQWV�DW� ��DQG����PRQWKV��DQG�
duration and frequency of consultations is agreed between 
homeopaths and patients. Such pragmatic trials are better 
VXLWHG� WR� LQIRUP�FOLQLFDO� GHFLVLRQ�PDNLQJ�DQG� WR�KHOS� IXQGHUV�
PDNH�GHFLVLRQV�RQ�UHLPEXUVHPHQW��.

)DFLOLWDWLQJ�UHFUXLWPHQW�DQG�UHGXFLQJ�SDWLHQW�GURS�RXW�

7KH� '(36<� WULDO� XVHV� WKH� FRKRUW� PXOWLSOH� 5&7� GHVLJQ���

i.e. patients with moderate and severe depression are 
UHFUXLWHG� IURP� DQ� DOUHDG\� HVWDEOLVKHG� FRKRUW� �KWWS���ZZZ�
\RUNVKLUHKHDOWKVWXG\�RUJ��� LQFOXGLQJ� RYHU� ������� SDWLHQWV� LQ�
6RXWK�<RUNVKLUH� ZKR� KDYH� DOUHDG\� SURYLGHG� KHDOWKFDUH� GDWD�
and given permission to be contacted again. 

3DWLHQWV�LQ�ERWK�JURXSV�PD\�UHFHLYH�RWKHU�WUHDWPHQWV�DV�XVXDO��
with data being collected on all treatments used for statistical 
and cost-effectiveness analyses. To reduce the burden on 
SDWLHQWV��ZH�KDYH�FKRVHQ�VKRUW�TXHVWLRQQDLUHV�ZKLFK�WKH\�FDQ�
FRPSOHWH� RQ� WKHLU� RZQ�� WKH� GHSUHVVLRQ� RXWFRPH�� WKH�3DWLHQW�
+HDOWK�4XHVWLRQQDLUH��3+4�����LV�XVHG�IRU�VFUHHQLQJ��EDVHOLQH�
GDWD� FROOHFWLRQ� DQG� DVVHVVPHQW� RI� UHVXOWV� DIWHU� �� �SULPDU\�
RXWFRPH�� DQG� ��� PRQWKV� �VHFRQGDU\� RXWFRPH��� DGGLWLRQDO�
VHFRQGDU\�RXWFRPH�PHDVXUHV�LQFOXGH�WKH�*HQHUDOLVHG�$Q[LHW\�
'LVRUGHU� �*$'��� DQG� (XUR4RO� �(4��'�� ZKLFK� DUH� XVHG� WR�
assess cost-effectiveness.

2QH� WKLUG� RI� DOO� SDWLHQWV� IXO¿OOLQJ� WKH� LQFOXVLRQ� FULWHULD� DUH�
UDQGRPO\� VHOHFWHG� WR� EH� RIIHUHG� WUHDWPHQW� E\� D� KRPHRSDWK��
DQG�WKH�UHPDLQGHU�VHUYH�DV�D�FRQWURO�JURXS��$V�SDWLHQWV�LQ�WKH�
FRQWURO� JURXS�DUH� XQDZDUH� RI� WKH� RIIHU�� WKLV� DYRLGV� µUHVHQWIXO�
demoralisation’. 

/HDUQLQJ�PRUH�IURP�SDWLHQWV

$� TXDOLWDWLYH� VHPL�VWUXFWXUHG� LQWHUYLHZ� VWXG\� EHLQJ� FDUULHG�
RXW�DV�SDUW�RI� WKH�'(36<�SURMHFW� LQYROYHV�D�PD[LPXP�RI����
SDWLHQWV� EHLQJ� LQWHUYLHZHG� ���� PRQWKV� DQG� �� PRQWKV� DIWHU�
WKHLU� ¿UVW� FRQVXOWDWLRQ� ZLWK� D� KRPHRSDWK�� 3DWLHQWV� DUH� EHLQJ�
DVNHG� WR� GHVFULEH� WKHLU� H[SHULHQFHV� ZLWK� WKH� KRPHRSDWKLF�
FRQVXOWDWLRQ� DQG� WDNLQJ� WKH� KRPHRSDWKLF� PHGLFLQH�� DQG� WR�

FRPSDUH�WKLV�WR�WKHLU�H[SHULHQFHV�ZLWK�WDNLQJ�DQWLGHSUHVVDQWV�
DQG� KDYLQJ� FRQVXOWDWLRQV� ZLWK� RWKHU� SUDFWLWLRQHUV�� $� PL[HG�
methods approach will combine results from the quantitative 
trial and the qualitative interview study. This study will enable 
XV�WR�OHDUQ�PXFK�DERXW�WKH�UHDO�ZRUOG�EHQH¿WV�RI�KRPHRSDWK\�

in the treatment of patients suffering from depression.
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