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Who Should Attend
You will benet from attending this event if you are a Chief 
Compliance Ofcer, Chief Risk Ofcer, General Counsel or 
senior-level professional or team member at a pharmaceutical 
or biotechnology company with responsibilities or involvement 
in the following areas:

·  Compliance
·  Ethics
·  Transparency & reporting
·  Legal/ Regulatory Affairs
·  Risk Management
·  Medical Affairs
·  Regulatory Affairs
·  General Counsel

Why you should attend:
The summit focuses on introducing new ideas, proven strategies and 
practical techniques that you can take away and implement within your 
company's compliance and regulatory challenges. This also prepares 
your company to equip itself against audit exposure and facilitate audit 
readiness.
This year's group of speakers and presentations will help your 
organization better align learning strategies with its quality and 
compliance objectives.

Key Highlights
·  Quality & Compliance Trends and Best practices
·  Discover the roadmap to create a compliance culture
·  What You Need to Know about Risk and Compliance to the
   NEW PHARMA POLICY 
·  Understanding the Data Protection and Privacy
·  Managing Supply Chain Risk and Interruptions
·  Business challenges in Multi regulatory environment

Pharmaceutical and Life sciences industry across the globe is among the most heavily regulated industry.
In this dynamically changing clinical, regulatory and business landscape there is a need of a common forum where the Industry experts can 
share the issues and challenges faced and can take a consolidated view on way forward.
 
The Pharma Risk & Compliance Summit intends to provide a common platform to Pharma Quality, Marketing, Business, Legal, 
Compliance, Risk, Regulatory fraternity, both in India as well as the Globe, to discuss and debate various Risk & Compliance issues and 
challenges related to the industry as well as explore new Strategies and Opportunities for growth.

This event will give professionals, whether they are new entrants in the eld or Middle Management or Senior Management to interact 
with the leading minds in the Industry about the current state of Laws and Regulations and Government oversight and more.
 

Nishith Desai Associates (NDA) is a research based international law rm with ofces in Mumbai, Bangalore, Palo Alto (Silicon Valley), Singapore, New 
Delhi, Munich and New York. NDA provide strategic legal, regulatory, and tax advice coupled with industry expertise in an integrated manner. NDA’s forte 
includes innovation and strategic advice in futuristic areas of law such as those relating to Bitcoins (block chain), Internet of Things (IOT), Aviation, 
Articial Intelligence, Privatization of Outer Space, Drones,  Robotics, Virtual Reality, Med-Tech, Ed-Tech and

Medical Devices and Nanotechnology. NDA specialize in Globalization, International Tax, Fund Formation, Corporate & M&A, Private Equity & Venture 
Capital, Intellectual Property, International Litigation and Dispute Resolution; Employment and HR, Intellectual Property, International Commercial Law 
and Private Client.

Knowledge partner
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11.40  Strategic Insight:   
Compliance to Regulatory Audit  

 

·  Mul� regulatory global challenge-   

·  Holis�c approach to non-compliance  -   Journey from Burden to benefit  

·  Robust Quality  management -  6 M Concept-  Harmoniza�on.  
 

Pradnya Deshmukh, VP & Head of Corporate Quality Audit  
Sun Pharma  

 

12:00  Strategic Insight:  
Cyber security and Data Privacy: Be future ready  

 

 

•  Internal and external Cyber security threats  
•  Increasing automa�on and related Security considera�ons  
•  Ransom ware and other emerging Cyber risks  
•  Data Privacy  

 

Learning Outcomes and key take back Objec�ves  
 

•  Vulnerable areas in Pharma Opera�ons.  
•  Op�ons available to manage risks  
•  Data-Privacy hotspots  
•  Key considera�ons for a cyber-security setup.  

 

Sanjay Kumar, Head of Legal , Ethics & Compliance  
GSK Consumer Healthcare India  

 

12:20  Deep Dive: From mid-day session  
 

 

·  Par�cipant’s share their key learning outcomes and take back from the 
mid-day  session  

·  Q&A with the speaker  
 

12:50  Networking Lunch  
 

14:00  Keynote Presenta�on:  
Managing  Supply Chain Risk and Disrup�on  

 

 

Need:  Supply Chain Division is considered as the back bone of the Pharma 
Industry. Star�ng with procurement of the raw material for the 
manufacturing �ll supply of the products in local as well as interna�onal 
market  is dependent on supply chain.  

 

The current session will assist the relevant processes and mechanism to 
ensure efficient supply of the products.  

 

•  Iden�fy the process gaps and weak inter department communica�on 
leading to various non-compliances.  

•  Strong reliance on third par�es leads to mischief  
•  Effec�ve Vendor Qualifica�on process, due diligence and approval 

mechanism to ensure compliance from third par�es  
•  Well defined contractual terms and flow down of obliga�ons  
•  Review mechanism and surprise onsite visits.  

 

Anand Sampath, Finance and Risk Management professional  
Insynergy Consul�ng LLP  

 

 
 

  

08:30  Registra�on and morning refreshments  
 

  

09:15  Chairpersons Opening Remarks  
  

09:30  Keynote Address:  
Emerging trends in Pharma Risk & Compliance -  What to 
expect in next decade  

 

 

· Pharma vision 2020.  

· Dealing with various Regulators (US FDA, eMEA, TGA, MMC) for global 
Quality Requirement.  

· Compliance with regulatory requirement of US FDA, EMEA, MHRA, MCC 
for export  

· What lies ahead for Pharma  Risk & Compliance?  
 

Satyajit Mallick, Head -  Controls & Assurance,  
GSK Pharma  
 

09:50  Panel Discussion:  
Global Regulatory and Quality Compliance  

 

 

Focus One:   Regulatory expecta�ons  
Focus Two:    Data integrity challenges  
Focus Three:  Culture and  capability Building in Pharma Quality/Regulatory  
 

Learning Outcomes and Objec�ves for Par�cipants  
 

• The new wave of Pharma Quality/Regulatory failure risks and its impact 
on company business and market reputa�on.  

• Overcoming data integrity and other technical challenges.  
• Ideas to improve Compliance Culture and capability in Quality  
 

Panel Moderator:  
 

Shantanu Mukherjee, Legal Head, Asia Pacific and Japan  
Lupin Limited  
 

Panel Members:  
 

Dr Manish Verma, Director and Head of Medical Affairs, South Asia Zone  
Sanofi  
 

10:30  Keynote Presenta�on:  
Roadmap to create a Compliance Culture  

 

 

Need: While the “Culture of Compliance” concept has been around for 
more than a decade, compliance and ethics scandals con�nue to 
demonstrate that such cultures are s�ll lacking in many organiza�ons.  
 

Without organiza�onal commitment to compliance, policies and 
procedures are merely documents.  
 

• Compliance: High priority for the organiza�on  
• The Three C’s of Compliance  
• Prac�cal examples and Ideas to improve Compliance Culture  
• Need to align compliance with enterprise risk management  
 

Sandeep Seth, Director Corporate Compliance  
Pfizer India  
 

10:50  Deep Dive  Session:  
 

 

· Par�cipant’s Share their Key Learning outcomes and take back from the 
morning Session  

· Q&A with the Speaker  
 

11:10  Networking and Refreshment Break  
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14:20  Keynote Address:  
Corrup�on risk in Pharma: Diagnosing the challenges  

 

 
Need:

 
Within the health sector, pharmaceu�cals stands out as sub -sector 

that is par�cularly prone to corrup�on. There are abundant examples 
globally that display how corrup�on in the pharmaceu�cal sector 
endangers posi�ve health outcomes

 
 ·

 

An�-corrup�on measures.

 ·

 

How to ensure a strong legisla�ve and regulatory framework.

 ·

 

Ensuring accountability through increased monitoring and sanc�ons.

 ·

 

Enforcement of Policies.

 
·

 

Employee best prac�ces.

 
 

Dr Manish Verma, Director and Head of Medical Affairs, South Asia Zone

 
Sanofi

 
 

14:40

 

Case Study:

 

Engaging with Indian Regulators: Lessons and Challenges 

  

 

 

15:00

 

Technological Insight:

 

Preparing for the Future Threat: Data Protec�on and Privacy

 
 

 

Need:

 

Managing Privacy and Data Protec�on requirements in the 
Pharmaceu�cal and Biotech world can be a highly complicated ma�er.

 
 

·

 

Strategies for Data protec�on and Assessment

 

·

 

Key strategies to Prevent Privacy Viola�ons.

 

·

 

Se�ng up a trustworthy pla�orms

 
 

Seema Manku, General Counsel India 

 

Apotex India

 

(Tenta�ve)

 
 

15:20

 

Deep Dive Session

 
 

 

·

 

Par�cipant’s Share their Key Learning outcomes and take back from the 
morning Session

 

·

 

Q&A with the Speaker

 
 

15:40

 

Networking and Refreshment Break

 
 

 

16:10

 

Strategic Insight:

 

Compliance with Environmental Laws 

 
 

 

•

 

Environmental Laws & Risk Management ini�a�ves.

 

•

 

Sustainability and CSR ini�a�ves as a tool to de risking the business 
model.

 
 

Learning outcomes and key take back objec�ves for par�cipants

 
 

•

 

Key environmental risk and compliance hotspots

 

•

 

Overcoming longer term risks through safety and sustainability 
ini�a�ves including CSR.

 
 

 

 

16:30  Strategic Insight:  
Price Regula�on and the Pharma Industry:  
Analyzing Global Trends  

 

 •
 

Frequent changes in Drug pricing by the regulators.
 •

 
Industry specific measures.

 •
 

Vola�le environment: 
 •

 
Difficulty to cope up with huge cost involved in R&D versus profit 
margins.

 
 

Shantanu Mukherjee, Legal Head, Asia Pacific and Japan

 Lupin Limited

 
 

16:50

 

Panel Discussion: 

 
Business challenges in Mul� regulatory environment

 
 

 

Need:

 

One of the major challenge for Pharma Companies is to comply with 
Mul� Regulatory Environment. The Regulatory requirements specified by 
each regulatory body i.e. local FDA, US FDA, EMEA, MHRA are unique and 
this results into huge R&D cost, more �me for ge�ng approvals,

 

which 
impacts on profitability and revenue genera�on.

 
 

The Panelists here are invited to discuss how to minimize business impact 
due to mul� regulatory requirement, ensure compliance and suggest way 
forward.

 
 

Focus of the discussion: 

 
 

Focus 1. Need for

 

synergy of requirements and approval process between 
various regulatory authori�es.

 
 

Focus 2: Cost implica�on versus profit margins.

 
 

Focus 3:

 

Effec�ve Inter department communica�on

 
 

Focus 4:

 

Robust Compliance Mechanism to avoid non compliances / 
penal�es.

 
 

Focus 5:

 

Way forward

 
 

Jignesh Mehta, Associate Director, Enterprise Risk Management 

 

Dr. Reddy's Laboratories

 
 

Sandeep Seth, Director Corporate Compliance

 

Pfizer India

 
 

Rashmi Hegde, Director –

 

Medical, 

 

Abbo� 

 
 

17:30

 
 

Close of Conference

 
 

 



LOCATION	AND	DATE																																																									CONTACT	INFORMATION																																																						

Pharma	Risk	and	Compliance	Summit	2018

thFriday	9 	February	2018

Westin	Garden	City,	Mumbai

All	payments	must	be	received	prior	to	the	event	date
Attire:	Formal	Business	Attire

Date:	9��	February,	2018			
Time:	08:30	am	-	05:30pm

General	Information:	The	fees	cover	participation	at	the	event,	
lunch,	tea	breaks	and	certi�icate	of	participation.
	
Con�irmation	Details:	Joining	details	con�irming	your	
participation	and	invoice	will	be	sent,	once	registration	form	has	
been	received.	Payments	to	be	made	within	5	working	days	of	
receiving	the	invoice
	
Hotel	Bookings:	For	hotel	bookings,	please	contact	the	
Reservations	department	directly	and	quote	UBS	Transformance	
to	take	advantage	of	the	corporate	rate.
	
Cancellations:		Once	registration	form	is	received;	participation	
can't	be	cancelled.	Cancellations	carry	a	100%	liability	and	
course	materials	will	be	emailed	to	you.	However	substitutions	of	
delegates	are	welcome	any	time	before	the	conference	date

Company	Information
Company	Name	:....................................................................................................
Address	:....................................................................................................................
.......................................................................................................................................
Main	Business/Activity	:.....................................................................................
Postal	Code	:.............................................................................................................

Early	Bird	Rates	 Till	11��	December Till	15��	January Standard	Rate

Amount	in	INR 10,000 12,500 15,000

Group	discounts	available	(The	group	discounts	compound	on	top	of	the	early-bird	discounts)
*Prices	are	in	INR.	Additional	tax	of	18%	GST	is	applicable.

Indian	Delegates:

Early	Bird	Rates	 Standard	Rate

Amount	in	USD $200 $300 $500

Group	discounts	available	(The	group	discounts	compound	on	top	of	the	early-bird	discounts)
*Prices	are	in	USD.	Additional	tax	of	18%	GST	is	applicable.

International	Delegates:

Payment	Method	(Please	tick:)	
¨ I	am	paying	by	Demand	Draft	bankers	draft	/	cheque	

payable	to	UBS	Transformance
¨ I	am	paying	by	bank	transfer	/	NEFT/RTGSAuthorising

Signature	&	Stamp

Miss	Linda	Clarke	
Marketing	Manager	-	Email:	linda@ubsforums.com	
Phone:	+91	80801	60000

Mail	this	completed	form	together	with	payment	to
UBS	TRANSFORMANCE

409	-	Level	4,	SPACES	912,	Above	Brand	Factory,
Pleasant	Park,	Mira	Road	East	Thane	-	401107.

Your	GST	No

Your	GST	No

Name:	

Organization:	

Mobile:	

Email:	

Designation:	

@

Delegate	Details	1			

Name:	

Organization:	

Mobile:	

Email:	

Designation:	

@

Delegate	Details	2			

Name:	

Organization:	

Mobile:	

Email:	

Designation:	

@

Delegate	Details	3		

Till	11��	December Till	15��	January
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