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 The next step will be undertaken only if the investigator is of the opinion that the 
prover is suitable for proving.

Step 2: Investigations
	 •	 The	 participants	 will	 be	 subjected	 to	 a	 number	 of	 routine	 haematological,	

biochemical,	examinations	and	routine	examination	for	stool	&	urine,	X-ray	Chest	
and	USG	whole	abdomen	will	be	conducted.

	 •	 Copies	of	the	reports	will	be	annexed	to	the	PME	proforma	and	will	also	be	made	
available	to	all	the	consultants	conducting	the	subsequent	examination.	

Points to be taken care of: 
	 •	 All	investigations	will	be	conducted	in	the	identified	laboratories.	
	 •	 Copies	of	reports	may	also	be	provided	to	the	provers	if	they	request	for	the	same

Step 3: Examination by consultants
Detailed	 systematic	 examination	 of	 the	 prover	 will	 be	 done.	 This	 will	 involve	 history	
taking	and	complete	physical	examination	of	the	prover,	by	the	respective	consultants	as	
detailed below:

Psychological examination Consultant psychiatrist
Respiratory, Gastro-intestinal, cardiology, 
neurology, genito-urinary examination

Consultant medicine expert

Gynaecological examination (female par-
ticipants)

Consultant gynaecologist 

Dermatological examination Consultant dermatologist
Eye examination Consultant ophthalmologist
ENT examination Consultant ENT 
ECG Identified ECG lab

Points to be taken care of: 
The	consultants	are	not	 trained	in	homoeopathy	and	may	not	be	conversant	with	all	 the	
requirements	of	drug	proving.	The	investigator	must	be	in	contact	with	the	consultants	to	
discuss	the	details	of	the	clinical/laboratory	investigation	of	a	prover	and	specific	queries	
must	be	answered	before-hand.	The	investigator	and	the	consultants	are	a	team	of	health	
care	providers	on	whom	the	combined	responsibility	for	prover	safety	and	trial	integrity	
rests.	As	such	the	final	decision	of	recommendation	of	the	prover	to	be	fit/unfit	for	proving	
will	be	made	by	the	investigator.
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Data Collection Formats
Sl. No. Formats To be filled in by To be retained by

1. Application Form (Form A) Volunteer interested in 
enrollment as a prover

Site investigator

2. Prover Information Sheet 
(Form B1)

Site investigator Site investigator & 
Volunteer

3. Written Informed Consent 
Form (Form B2)

Volunteer & Site 
investigator

Site investigator & 
Volunteer

4. Screening Form (Form C) Site investigator PI & copy by the site 
investigator

5. Pre-trial Medical 
Examination Forms (Forms 
D, parts I-III)

Site investigator & 
consultants associated 
with the study

PI & copy by the site 
investigator

6. Prover's Day Book 
Proforma (Form E)

Prover during the run 
in period, intervention 
period and observation 
period

PI & copy by the site 
investigator

7. Symptoms elaboration 
proforma  (Forms F)

Site investigator PI & copy by the site 
investigator
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Model Protocol
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Homoeopathic Drug Proving: Randomized 
Double Blind Placebo Controlled Trial
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Recruitment process and inclusion/exclusion criteria
Applications	from	interested	volunteers	will	be	invited	from	students,	faculty	&	staff	of	
homoeopathic	medical	colleges	 through	notice	boards	of	 the	 Institutes/Units/College.	A	
Provers	Information	Sheet,	detaining	the	objectives,	drug	proving	process,	benefits	of	the	
trial	and	anticipated	risks	has	been	prepared.	A	‘Written	Informed	Consent’	will	be	obtained	
from	interested	volunteers	before	starting	the	drug	proving	process.	The	volunteers,	who	
give	 written	 informed	 consent	 will	 undergo	 preliminary	 screening	 for	 general	 health	
assessment	and	examination.	Healthy	Individuals	of	either	sex,	aged	between	18-60	years	
with	 no	 apparent	 disease	will	 undergo	 a	 detailed	 pre-trial	medical	 examination	 (PME).	
PME	comprises	of	detailed	history,	clinical	(general	&	systemic)	examination	&	laboratory	
investigations	to	confirm	health	status	of	the	participants.	Details	of	inclusion	&	exclusion	
criteria	are	given	in	Text	Box-	1.	The	participants	found	fit	will	be	enrolled	as	prover.	

Text Box- 1           Inclusion & Exclusion criteria for drug proving 
Inclusion Criteria:

• Healthy individuals with no apparent disease and normal routine laboratory 
parameters during screening 

• Healthy individuals identified as fit for proving by experts
• Intelligent enough to record carefully the facts, subjective and objective 

symptoms generated by the IPS during proving. 
• Able to be informed of the nature of the study and willing to give written 

informed consent
Exclusion Criteria:

• Any disease or condition which might compromise the hematopoietic, renal, 
endocrine, pulmonary, central nervous system, cardiovascular, immunological, 
dermatological, gastro-intestinal or any other body system 

• Persons with colour blindness.
• Persons who have undergone surgery in last two months.
• Planned medical / dental treatment during the proving period including 

herbal or dietary supplements, procedures, or medications that are likely to 
interfere with, or substantially alter, responsiveness to the proving substance.

• Volunteers on regular medication (allopathic, ayurvedic, homoeopathic, 
naturopathic, unani, etc.) for any acute or chronic disease.

• Participant must not be on any homoeopathic remedy in the preceding one 
month and have had no significant change in health status in last one month. 

• Emotionally disturbed, hysterical or anxious persons.
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• Persons having known history of allergies, food hypersensitivity, etc. 
• Women during pregnancy, puerperium and while breast-feeding and women 

who have undergone hysterectomy.
• Smokers who smoke more than 10 cigarettes per day
• Recent history of alcoholism / drug addictions or unlikely to refrain from 

excessive alcohol consumption / drug intake during the study period
• Participation in another clinical or proving trial during the last 6 months
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marked	in	a	specific	manner	so	they	are	not	lost	for	clinical	verification.	The	characterizing	
features	for	proving	symptoms	of	the	IPS	are	given	in	TextBox–	2.	The	symptoms	will	be	
further	be	graded	in	Grade	–	I	&	II,	where	in	first	grade	symptoms	refer	to	symptoms	linked	
more	strongly	to	the	IPS	than	all	others	identified	as	second	grade	(Text	Box	–	3).

Text Box – 2   Characterizing features of proving symptoms[9,11]:
A.   New symptoms with marked severity, duration or frequency
B.    Ongoing or recurring symptoms present during the proving that have been 

unexpectedly and markedly improved
C.    Ongoing or recurring symptoms that have been unexpectedly and markedly 

worsened
D.   Symptoms that recur from the past but have not occurred in the 12 months 

preceding the proving
E.    Symptoms that display alteration with another symptom in a single volunteer 

in such a way that the alteration is strongly individualizing
F.    Symptoms associated with modalities or concomitant symptoms occurring in 

other parts of the same prover
G.    Symptoms that involve multiple body parts or organs in a similar manner or 

multiple symptoms within the same subject with a similar associated modality, 
forming an easily recognizable pattern of reaction

H.   Similar symptoms occurring in multiple provers. Such symptoms may be 
related by similar sensation, modality, or body system and can be recognized 
through a qualitative analysis similar to red – line symptom reporting in 
homoeopathic literature.

I.     Any objective finding/including abnormal laboratory values associated with 
subjective symptoms.

Text Box – 3   Grading of symptoms 
Grade I symptoms: 

• Symptoms appearing in more than 2 provers, at two different study sites 
(Symptom in 1 or more prover at one site and similar symptom in 1 or more 
provers at the second site. i.e. if two provers separated by distance and time 
with no contact with each other what so ever give the same symptom).

• Peculiar, rare, queer, strange, characteristic symptoms
• Symptoms reappearing from prior provings.

Grade II symptoms
All proving symptoms other than those in grade I
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