Additional Affidavit
1. This affidavit places before the court violations of Respondent No. 8, MSD Pharmaceuticals Pvt. Ltd.  and its affiliate companies in respect of pre-licensure trials with investigational HPV vaccine V-503.

2. Pre-licensure Phase III trials were carried out at many centres in India and one of these centres was Indore. In Indore this vaccine was administered to 44 children, boys and girls. A field study with the participants was carried out by Dr. Anand Rai and others and is submitted as Annexure __.

3. The timing of this trial was such that vaccination was carried out in the very period where Respondent no. 1 had asked all HPV related studies to suspend vaccination. As such then this was a violation of the government orders.

4. Annexure __ lists in detail all the problems with this trial on a case by case basis we summarize some of them:

a) It was not preceded by any trial among adults thereby violating the Drugs and Cosmetics Act. This trial had the approval of the Respondent No. 2 who violated the law that his job specifically asked him to uphold. The petitioner wish to point out that this is the second time round that in case of HPV vaccines the DCGI bestowed this favour on Merck and its associates.
a) The trial used middle men and women acting as agents of the investigator as touts who went around residential areas recruiting subjects in complete violation of all national and international guidelines.

b) The trial was carried out at a government hospital using government stationery and seal though this was a privately sponsored trial of the company thereby misusing the trust parents place in the governmental vaccination programmes.

c) The parents and children were told that they were getting a successful vaccine from abroad free which would otherwise cost Rs 10,000. This was a blatant lie as this vaccine was not approved for marketing anywhere in the world. Also this constituted undue inducement to recruit children to this trial.

d) None of the participants were informed that they were participating in a trial.
e) Economically vulnerable sections and those too from scheduled caste and minorities were recruited for the trial who will not be able to afford the vaccine if and when it is marketed thereby the trial further violated all laws and guidelines in this regard.

f) From the beginning to end there was no examination of the children for their health status, and even though the trial was carried out to determine the safety of the vaccine not even fever post vaccination was recorded. 

g) No medical care was provided for the health problems of the children nor were they provided any compensation. The study found many children who continue to suffer new medical problems even as late as 2013.

h) Though this study covers only the trial centre at Indore the entire list of trial centres is placed below for information. In all hundreds of children have been affected thus.

	Name of Principal Investigator 
	Name of Site 
	Site Address 
	Phone/Fax/Email 

	Dr. Neerja Bhatla 
	All India Institute of Medical Sciences  
	Ansari Nagar,,-110029
New Delhi
DELHI 
	09868397304
0111-2658863
neerja.bhatla07@gmail.com 

	Dr. Sanjay Lalwani 
	Bharati Hospital And Research Center 
	Katraj Dhankawadi,-411043
Pune
MAHARASHTRA 
	020-24364308
020-24364308
sanjaylalwani2007@rediffmail.com 

	Dr. Hemant Jain, 
	Chacha Nehru Bal Chikitsalaya & MGM  
	Medical College (CNBC & MGM,Chacha Nehru Bal Chikitsalaya-452 001
Indore
MADHYA PRADESH 
	09827052853
0731 2512513
jainapeksha@hotmail.com 

	Dr. Daljit Singh, 
	Dayanand Medical College & Hospital 
	Tagore nagar, civil lines,-141001
Ludhiana
PUNJAB 
	9815545315
0161-2302620
principal@dmch.edu 

	Dr. Sukanta Chatterjee 
	Medical College Kolkata 
	88, College Street,,-700073
Kolkata
WEST BENGAL 
	+91 9830275685
91 33 22198118
sukantachatterjee@hotmail.com 

	Dr. Amaresh Adyar, 
	Nilofer Hospital 
	Red Hills,- 500004
Hyderabad
ANDHRA PRADESH 
	+91 9440055990
9140-23314095
adyaramaresh@yahoo.com 

	Dr. Sudha Marwah 
	Spectrum Healthcare 
	81-84, Lady Ratan Tata Medical Centre, M. Karve Road, Cooperage,- 400021
Mumbai
MAHARASHTRA 
	+919821032423
22 -22846804
smarwah@spectrumhealthcare.co.in


Reliefs sought:

1. All children recruited in the V-503 trial be compensated for their right to informed consent. As this data is only provided for Indore an independent investigation be ordered for other trial sites.
2. All participants of the trial be medically examined for physical and mental problems being suffered by them and provided treatment and compensation at the cost of the company.

3. Respondent No. 1 should be instructed to ensure that its orders are not flouted with impunity and asked to monitor all drug trial on a regular basis and update this information on its website. 

