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Research Letter

Informed Consent on 
Camera

Sir,
Informed consent (IC) is one of the most important components 
of ethical research in human participants. Even though it is 
mandatory to obtain a freely given "written IC" from each 
study participant before he/she is enrolled in a clinical trial, 
which includes explaining pros and cons of participation, 
currently there is no objective measure to ensure that the same 
has been followed in letter and spirit. Often researchers do 
not obtain proper IC, because they just see it as a signature at 
the bottom of the form and not a partnership.[1] The gravity of 
the situation further increases in a scenario where majority of 
the research participants are not properly educated, they may 
lack understanding and comprehension and hesitate to ask 
questions even if they are not satisfied.[2]

With the aim of improving this situation, recently India’s Drug 
Technical Advisory Board for clinical trials proposed that the 
investigator should make audio/video recording of the procedure 
of obtaining IC of the individual subject and maintain it for record.
[3] The board after deliberations have agreed to the following 
amendment in Schedule Y of the Drugs and Cosmetics act.

“In sub‑para (4) under the caption ‘‘Informed Consent’’, 
under para 2. Clinical trials, the following clause may be 
inserted: “An audio/video recording of the informed consent 
process of individual subject including procedure of providing 
information to the subject and his understood consent shall be 
maintained by the investigator for record.”[3]

Such a step will help to verify that at the time of enrolling the 
participant in a clinical trial, he/she was well‑informed about 
the positive and negative aspects of such participation.

This amendment in the process of IC made by the regulatory 
authorities appears to be interesting and it seems that this will 
certainly be useful in resolving various concerns that are currently 
raised about the IC process. On the contrary, certain issues may 
arise as a result of this amendment which needs to be considered.

First, video recording of the consent process involves identification 
of the participant.[4] This may be objectionable considering that 
maintaining confidentiality of research participants is one of 
the prerequisites of clinical research. It is essential to maintain 
the dignity and welfare of participants and there may be a 
possibility of stigma and other social problems if confidentiality 

is not maintained. But this can be resolved if confidentiality 
of records (audio/video) is properly maintained and they are 
available only to concerned authorities. Only audio recording 
of the IC process would have the advantage that it is difficult 
to identify people from voice recordings which would help in 
maintaining confidentiality of the participant but at the same 
time since it is easy to tamper with voice recordings authenticity 
of the evidence can be questionable.[5] Video recording has a 
clear advantage in this respect.

Second, sometimes even a video recording may not be able 
to identify whether the participant understood the research 
study or not.[4] Though the amendment states “understood 
consent,” it is difficult to have any objective evidence for the 
same. The video recording may show that the participant has 
actually understood but even this can be based on what he/
she has been told to speak in front of the camera, prior to the 
recording. This may be particularly applicable in scenarios, 
where majority of prospective research participants are 
poor, needy, and illiterate people who may be easily lured 
into clinical trials for meager incentives which may be more 
important for them than health and hence, they may be only 
interested in what monetary returns they are getting rather 
than knowing the details of the research process. Studies have 
reported that even after using various audio‑visual aids to 
explain the research process to the participants majority of 
research participants who have given IC have not actually 
understood their rights as participants or the methods of 
their treatment allocation in the trial.[6] This indicates that 
simple audio/video recording of the IC process cannot be 
an evidence of an “understood consent.” Hence, the method 
of obtaining an “understood consent” needs to be specified.

Thus, many issues may remain debatable, but it is certain that 
this new amendment will help to document the process of IC 
as it will provide direct evidence about how the clinical trial 
was actually presented to the potential participants.[4] This 
seems to be an interesting exercise which would to a certain 
extent help in restricting unethical practices in biomedical 
research. In spite of all pros and cons, this appears to be a 
crucial step which will be of great consequence as far as 
ethics in clinical research is concerned.
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Intrahepatic 
cholestasis in Bruton’s 
agammaglobulinemia 

receiving mesalamine for 
co‑morbid Crohn’s disease

Sir,
The salicylate derivatives mesalamines are used to treat both 
ulcerative colitis and Crohn’s disease.[1] Mesalamines are almost 
devoid of toxicity, apart from very low figures of nephrotoxicity 
as derived from large population surveys.[2] Indeed, meticulous 
analysis of the literature reveals some almost anecdotal cases 
of cholestatic hepatitis in inflammatory bowel disease (IBD) 

patients receiving these drugs. We recently encountered one of 
such patients and we thought it worth describing him, owing to 
the presence of a peculiar co‑morbidity.

A Caucasian male patient born in 1986, seen at another 
center in 1989 for eczemas and recurrent infection, was 
found frankly hypogammaglobulinemic, with the absence of 
CD19 + B‑lymphocytes from peripheral blood. The clinical 
diagnosis of X‑linked agammaglobulinemia (Bruton’s) was 
confirmed by sequencing of gene BTK (1610‑11TC > AG) in 
March 1997. On monthly infusions of gamma‑globulins ever 
since, the patient experienced control of his infectious episodes. 
Erythema nodosum and pericarditis developed in September 2008 
and June 2009 respectively: The former subsided spontaneously, 
the latter responded to non‑steroidal anti‑inflammatory drugs 
(NSAIDs) and colchicines. Beginning January 2010, patient’s 
serum gamma globulin levels were falling leading to an increase in 
the infusion frequency. There was onset of abdominal malaise and 
diarrhea  accompanied by hypoalbuminemia, with sharp increase 
of serum C‑reactive protein and fecal calprotectin. Because the 
family history reported a brother with a confirmed diagnosis of 
gastro‑esophageal Crohn’s disease, the patient was referred to us 
for work‑up. At our Center, clinical examination and biochemical 
data were consistent. In a patient with an impaired humoral 
immunity by definition, determination of anti‑Saccharomyces 
cerevisiae antibodies was omitted. Colonoscopy revealed 
confluent ulcers of the valve, with the accompaniment of aphthous 
lesions of the distal loop. Having set the diagnosis of ileocolonic 
Crohn’s disease on this basis, the patient was provisionally 
begun on mesalamine 500 mg thrice a day in May 16, 2012, 
with subjective remission; check‑up in June 14, revealed mild 
aminotransferase elevation, accompanied, yet, by a significant 
increment of cholestastic enzymes: aspartate transaminase (AST)/   
alanine aminotransferase (ALT) 48/45 (normal value [n.v.] 
10‑40 U/l); alkaline phosphatase/gamma‑glutamil transferase 
231/227 (n.v. <90 and <50 U/l respectively). The patient was 
symptomless and an ultrasound ruled out biliary stones or bile 
duct dilation. Autoimmune hepatitis was ruled out by a negative 
autoantibody profile, including antinuclear antibody and anti‑liver/
kidney microsomal‑1 antibodies; being under the supervision of a 
hematology unit for his myelodysplastic syndrome, the patient was 
being routinely monitored for hepatitis virus markers negativity. 
Mesalamine was immediately discontinued and 1 month later (July 
13) the liver enzymes had dropped to normal: AST/ALT 41/12; 
alkaline phosphatase/gamma‑glutamil transferase 73/21. By 
contrast, the need for gamma globulin infusions to keep the least 
but still protective level had increased again. To further scrutinize 
the hypothesis of a mesalamine‑related hepatitis‑like cholestatic 
reaction, we entered the patient’s data into the 10‑point Naranjo’s 
algorithm.[3] This patient’s case scored 8 (“probable likelihood”), 
with 4 points being due to the existence of similar claims in the 
literature and to the onset and improvement of the reaction on 
starting and withdrawing the drug respectively. We subsequently 
decided to switch the patient to budesonide, in order to attempt 
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