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1. Project Title: SPARC Project

Legal and Ethical Framework for the Use of No: P2595
Artificial Intelligence in the Healthcare Sector
with Special Reference to Patient Safety

2A. Indian Pl Name and Affiliation (with email ID)
Name: Prof. Dr. Shashikala Gurpur

Designation: Director, Symbiosis Law School, Pune; Dean, Faculty of Law, Symbiosis
International (Deemed University)

Affiliation: Symbiosis Law School, Pune; Symbiosis International (Deemed University)
e-mail ID: director@symlaw.ac.in

Cell No: +91-9922917390

2B. Indian Co-Pl Name and Affiliation (with email ID)

Name: Dr. Raj Varma

Designation: Assistant Professor

Affiliation: Symbiosis Law School, Pune, Symbiosis International (Deemed University)
e-mail ID: raj.varma@symlaw.ac.in

Cell No.: +91-9850062968




2C. International PI Name and Affiliation (with email ID)
Name: Dr. Claes Granmar

Designation: Associate Professor

Affiliation: Faculty of Law, Stockholm University

e-mail ID: claes.granmar@juridicum.su.se

Country: Sweden

2D. International Co-Pls Name and Affiliation (with email ID)
Co-PI 1:

Name: Prof. Giorgi Parulava

Designation: Faculty Member

Affiliation: Faculty of Law, Stockholm University

e-mail ID: giorgi.parulava@)juridicum.su.se

Country: Sweden

Co-Pl 2:

Name: Prof. Dr. Henricus (Harko) Verhagen

Designation: Professor

Affiliation: Department of Computer and Systems Sciences, Stockholm University
e-mail ID: verhagen@dsv.su.se

Country: Sweden

Co-PI 3:
Name: Dr. Angelica Bonfanti
Designation: Associate Professor

Affiliation: Department of Italian and Supranational Public Law, University of Milan




e-mail ID: angelica.bonfanti@unimi.it

Country: Italy

Co-Pl 4:
Name: Dr. Chiara Ragni
Designation: Professor of International Law

Affiliation: Department of International, Legal, Historical and Political Studies, University of
Milan

e-mail ID: chiara.ragni@unimi.it

Country: Italy

2. Project Start Date: 3. Project end date: 4. Project duration:

28th July 2023 31st March 2026 2 years as sanctioned
(extended up to 31st March
2026)

5. Broad area of the SPARC project: Action-Oriented Research

5.1 Sub Area: Law and Society

6. Details of International Faculty Visit

Number of visits by International Faculty: 5

Details of Each Visit

Visit 1:

International Faculty visited: Prof. Giorgi Parulava (International Co-Pl), Faculty of
Law, Stockholm University, Sweden

Date of Arrival at the Indian Institute: 27th April 2024




Date of Departure from the Indian Institute: 29th July 2024

Duration of the stay: Approx. 90 days (3 months). Engaged in guest lectures
(approx. 30 hours across Symbiosis Law School (SLS) Pune, SLS NOIDA, SLS
Hyderabad and SLS Nagpur), Faculty Development Programme, literature review,
development of field visit tools, stakeholder questionnaire development, curriculum
development, case study (Visiba Care, Sweden) and monograph chapter.

Visit 2:
International Faculty visited:

1. Dr. Claes Granmar (International Pl), Faculty of Law, Stockholm University,
Sweden

2. Prof. Dr. Henricus (Harko) Verhagen (International Co-Pl), Department of
Computer and Systems Sciences, Stockholm University, Sweden

Date of Arrival at the Indian Institute: 5th October 2024
Date of Departure from the Indian Institute: 19th October 2024

Duration of the stay: 15 days. Both the international faculty (Int. Pl Claes Granmar
and Int. Co-Pl Harko Verhagen) engaged in guest lectures (approx. 30 hours at SLS
Pune and SLS Nagpur, Faculty Development Programme, Curriculum development,
Research works and Focus Group Discussion (18th October 2024).

Visit 3:
International Faculty visited:

1. Dr. Angelica Bonfanti (International Co-Pl), Department of Italian and
Supranational Public Law, University of Milan, Italy

2. Dr. Chiara Ragni (International Co-Pl), Department of International, Legal and
Historical Studies, University of Milan, Italy

Date of Arrival at the Indian Institute: 11th January 2025
Date of Departure from the Indian Institute: 21st January 2025

Duration of the stay: 11 days. Both the international faculty (In. Co-Pls Dr. Angelica
and Dr. Chiara) engaged in guest lectures (approx. 30 hours at SLS Pune and SLS
NOIDA, Faculty Development Programme, curriculum development and Consultative
Workshop 1 (16th January 2025).




Visit 4:

International Faculty visited: Prof. Dr. Henricus (Harko) Verhagen (International
Co-Pl), Department of Computer and Systems Sciences, Stockholm University,
Sweden (2nd visit of International Co-Pl)

Date of Arrival at the Indian Institute: 18th May 2025
Date of Departure from the Indian Institute: 24th May 2025

Duration of the stay: 7 days. Prof. Dr. Henricus Verhagen contributed as in
Curriculum Development, Monograph, research work and was a speaker at the
Workshop 2 on Global and National Approaches to Al and Patient Safety:
Dissemination of findings on Stakeholder based law and policy reforms held (22nd
May 2025).

Visit 5:

International Faculty visited: Dr. Claes Granmar (International Pl), Faculty of Law,
Stockholm University, Sweden (2nd visit)

Date of Arrival at the Indian Institute: 7th February 2026
Date of Departure from the Indian Institute: 23rd February 2026

Duration of the stay: 16 days. Participated in the Summit on Outcomes (19th
February 2026) and engaged in research work, finalisation of monograph, training
manual, and law and policy recommendations.

7. Details of Indian Student Visit

Number of visits by Indian students: 2

Details of Each Visit

Visit 1:




Name of Indian student Visited: Ms. Sahiti Vojjala, Ph.D. Research Scholar,
Symbiosis Law School, Pune, Symbiosis International (Deemed University)

Email ID: vojjala.sahiti@symlaw.ac.in

Cell Number: +91-7386154145

International Institute Visited: Stockholm University, Sweden
Date of Arrival at the International Institute: 1st March 2025

Date of Departure from the International Institute: 31st May 2025

Duration of stay: 90 days. Research outcomes: case study (Visiba Care), research
paper, monograph chapter, training manual and conference participation.

Visit 2:

Name of Indian student Visited: Ms. Anushka Sahu, Ph.D. Research Scholar (JRF),
Symbiosis Law School, Pune, Symbiosis International (Deemed University)

Email ID: anushka.sahu@symlaw.ac.in

Cell Number: +91-9861060295

International Institute Visited: Stockholm University, Sweden

Date of Arrival at the International Institute: 24th September 2025

Date of Departure from the International Institute: 22nd December 2025

Duration of stay: 90 days. Research outcomes: research paper, monograph
chapters, training manual, conference participation and academic connections.

8. Details of International Student Visit (if any)

Number of visits by International students: Nil




9. Details of Indian Faculty Visit (if any)

Number of visits by Indian Faculty: 2

Details of Each Visit

Visit 1:
Name of Indian Faculty Visited abroad:

1. Dr. Raj Varma (Indian Co-Pl), Assistant Professor, Symbiosis Law School
Pune, SIU

2. Dr. Richa Dwivedi (Research Team Member) Assistant Professor, Symbiosis
Law School Pune, SIU

Email ID:
1. Dr. Raj Varma - raj.varma@symlaw.ac.in
2. Dr. Richa Dwivedi richa.dwivedi@symlaw.ac.in
Cell Number:
1. Dr. Raj Varma +91-9850062968
2. Dr. Richa Dwivedi +91-8306483104
International Institute Visited:
(a) University of Milan, Italy (17" to 19" November 2024) and
(b) Stockholm University, Sweden (20" to 24" November 2024)
Date of Arrival at the International Institute: 17th November 2024
Date of Departure from the International Institute: 24th November 2024

Duration of stay: 8 days. Research meetings with the International PI, Co-Pls,
stakeholders and technical and legal experts; seminars at both partner universities.

Was the visit funded from CPDA: No

Was there any supplementary funding: Yes




CPDA component: Nil
From SPARC: Nil

From the Institute of Pl: Yes. The Indian Co-PIl and research team member visit
related all expenses were borne out of the Co-funding amount from Symbiosis Law
School, Pune, Symbiosis International (Deemed University), SIU

From any other Source: Nil

Visit 2:
Name of Indian Faculty Visited abroad:

1. Prof. Dr. Shashikala Gurpur (Indian Pl), Director, Symbiosis Law School, Pune,
Head — SCALSAR, Dean, Faculty of Law, Symbiosis International (Deemed
University).

2. Dr. Atmaram Shelke (Research Team Member), Professor, Symbiosis Law
School, SIU.

Email ID:
1. Dr. Shashikala Gurpur - director@symlaw.ac.in
2. Dr. Atmaram Shelke — ashelke@symlaw.ac.in
Cell Number:
1. Dr. Shashikala Gurpur +91-9922917390
2. Dr. Atmaram Shelke +91-7057755306
International Institute Visited:
(a) Stockholm University, Sweden (30th May to 3rd June 2025) and
(b) University of Milan, Italy (4th June to 9th June 2025)
Date of Arrival at the International Institute: 30th May 2025
Date of Departure from the International Institute: 9th June 2025

Duration of stay: 11 days. Research collaboration, case studies, best practices,
monograph proposal preparation and submission to Springer Nature in Sweden and
discussion on MoU between universities for Faculty and Student exchange.

Was the visit funded from CPDA: No




Was there any supplementary funding: Yes
CPDA component: Nil
From SPARC: Nil

From the Institute of Pl: Yes. The Indian Pl and research team member visit related
all expenses were borne out of the Co-funding amount from Symbiosis Law School,
Pune, Symbiosis International (Deemed University), SIU

From any other Source: Nil

10. Details of SPARC Workshop Organized:

Number of SPARC Workshops Organized: 2 (Workshops/Symposia were
organised in different formats — such as Focus Group Discussion on 18th October
2024, a Conclave "Navigating the Intersection of Al and Healthcare: Legal, Ethical
and Policy Challenges" on 4th April 2025, a Roundtable on Proposed Law and Policy
Recommendations on 27th June 2025, and a Summit on Outcomes on 19th February
2026 were organised under the project; over 800 participants took part across the
workshops, summit and conclave)

Details of Each Workshop / Symposium

Workshop 1:

Name of the Workshop: Consultative Workshop on Concepts and Comparison:
Global and National Regulatory Approaches to Al and Patient Safety

Dates: 16th January 2025

Venue: Hybrid mode - SLS Conference Room, Ground Floor, Symbiosis Law School,
Pune, SIU and Zoom

International Pl Attended: Yes. Dr. Claes Granmar, from Stockholm University,
Sweden contributed online, as invited expert on Theme 3 of the workshop, specifically
addressing the EU Policies and Law that govern Al in healthcare and patient safety.

International Co-Pl Attended: Yes. Dr. Angelica Bonfanti and Dr. Chiara Ragni, both
Int. Co-Pls from University of Milan, Italy contributed in person on Human Rights
aspects and patient safety when Al is used in Healthcare; Prof. Henricus Verhagen
and Prof. Giorgi Parulava, two Int. Co-Pls from Stockholm University, Sweden




contributed online as well. The workshop was aligned with the visit of Int. Co Pls from
University of Milan, Italy.

Total Number of participants: 40

No. of Invited Faculty participants from other Indian Institutes: 5
No. of students attended from other Indian Institutes: 2

No. of Students attended from the host Institute: 20

No. of faculty attended from the host institute: 6

No. of International faculty/students attended: 3

No. of professionals attended from Industry: 4

Workshop 2:

Name of the Workshop: Workshop on Global and National Approaches to Al and
Patient Safety: Dissemination of Findings on Stakeholder-based Law and Policy
Reforms

Dates: 22nd May 2025

Venue: Hybrid mode - SLS Conference Hall, Ground Floor, Symbiosis Law School,
Pune, SIU and Zoom

International Pl Attended: Yes. Dr. Claes Granmar of Stockholm University,
Sweden contributed by conducting a session on the EU Al Act and European Health
Data Space.

International Co-PI Attended: Yes. Prof. Henricus Verhagen, Int. Co-PI from
Department of Computer and System Sciences, Stockholm University contributed in
person. Two other Co-Pls that is Dr. Angelica Bonfanti and Dr. Chiara Ragni
contributed online during the workshop.

Total Number of participants: 50

No. of Invited Faculty participants from other Indian Institutes: 14
No. of students attended from other Indian Institutes: 6

No. of Students attended from the host Institute: 9

No. of faculty attended from the host institute: 18




No. of International faculty/students attended: 2

No. of professionals attended from Industry: 1

Workshop 3: (Focus Group Discussion)

Name of the Workshop/Symposium: Focus Group Discussion on Legal and Ethical
Framework for the Use of Atrtificial Intelligence in Healthcare Sector with Special
Reference to Patient Safety

Dates: 18" October 2024

Venue: Hybrid mode - SLS Conference Hall, Ground Floor, Symbiosis Law School,
Pune, SIU and Zoom

International Pl Attended: Yes. Dr. Claes Granmar of Stockholm University Sweden
was physically present and contributed in the discussion on liability related issue
when Al is deployed in Healthcare.

International Co-Pl Attended: Yes. Prof. Henricus Verhagen, Int. Co-PI from
Department of Computer and System Sciences, Stockholm University was also
physically present during the Focus Group Discussion. Two other Co-Pls that is Dr.
Angelica Bonfanti and Dr. Chiara Ragni contributed online during the FGD.

Total Number of participants: 41

No. of Invited Faculty participants from other Indian Institutes: 16
No. of students attended from other Indian Institutes: 0

No. of Students attended from the host Institute: 6

No. of faculty attended from the host institute: 5

No. of International faculty/students attended: 3

No. of professionals attended from Industry: 11

Workshop 4: (Roundtable)

Name of the Workshop/Symposium: Roundtable - Consultation on Proposed Law
and Policy Recommendations and Curriculum: Patient Safety and Al in Healthcare

Dates: 27t June 2025




Venue: Hybrid mode - SLS Conference Hall, Ground Floor, Symbiosis Law School,
Pune, SIU and Zoom

International Pl Attended: Yes. Dr. Claes Granmar of Stockholm University Sweden
was present online and contributed in the discussion on regulatory sandboxes.

International Co-Pl Attended: Yes. Prof. Henricus Verhagen, Int. Co-PI from
Department of Computer and System Sciences, Stockholm University was present
online during the Roundtable and contributed to the discussion on Responsibilities of
Developer and Deployer. Two other Co-Pls that is Dr. Angelica Bonfanti and Dr.
Chiara Ragni contributed online on the discussion of developing a Checklist for Al
developer (including Human Rights Framework).

Total Number of participants: 43

No. of Invited Faculty participants from other Indian Institutes: 10
No. of students attended from other Indian Institutes: 1

No. of Students attended from the host Institute: 9

No. of faculty attended from the host institute: 7

No. of International faculty/students attended: 5

No. of professionals attended from Industry: 11

Workshop 5: (Summit)
Name of the Workshop/Symposium: Summit on Outcomes of the Project
Dates: 19" Feb 2026

Venue: Hybrid mode - SLS Conference Hall, Ground Floor, Symbiosis Law School,
Pune, SIU and Zoom

International Pl Attended: Yes. Dr. Claes Granmar of Stockholm University Sweden
was present physically during and contributed on the session on EU Al Act and
Medical Device Regulation in the EU.

International Co-Pl Attended: Yes. Prof. Henricus Verhagen, Int. Co-PI from
Department of Computer and System Sciences, Stockholm University was present
online during the Summit and contributed to the discussion on current status of
application of Al in healthcare sector. Two other Co-Pls that is Dr. Angelica Bonfanti
and Dr. Chiara Ragni contributed online on the International Framework and
guidelines for Al in healthcare and the human rights dimensions.




Total Number of participants: 106

No. of Invited Faculty participants from other Indian Institutes: 23
No. of students attended from other Indian Institutes: 36

No. of Students attended from the host Institute: 24

No. of faculty attended from the host institute: 13

No. of International faculty/students attended: 9

No. of professionals attended from Industry: 1

11. Was any industry/ MSME/ Startup involved with the project:

Yes. The following industry organisations were involved in the empirical study, case
studies and workshops:

(i) Visiba Care, Sweden — as a doctrinal case study on telemedicine and Al in
healthcare developed with the Stockholm University team;

(ii) Max Healthcare, New Delhi - case study; Dr. Sandeep Budhiraja, Group Medical
Director, Max Healthcare and Senior Director, Max Institute of Internal Medicine,
shared applied experience of data analytics and Al in healthcare (Workshop 2);

(iiif) Butterfly Learnings, Mumbai (startup) - case study on the use of Al in autism
detection and personalised treatment plans; Mr. Abhishek Sen, Co-Founder, and Dr.
Sonam Kothari, Co-Founder and CEO, participated in Workshop 2;

(iv) Nanavati Max Super Speciality Hospital, Mumbai - Dr. Deepak Patkar, Director,
Medical Services and Head, Imaging Radiology, presented on the current status of
the use of Al in Indian hospitals during Workshop 2;

(v) Field visits and stakeholder consultations were conducted at top public and private
hospitals in six cities (Pune, Mumbai, New Delhi, Hyderabad, Bengaluru and
Chennai). The field visits entailed discussions with industry experts from the field of
healthcare, law, policy and Al technology. The healthcare organisations visited during
field visit included AIIMS New Delhi, Fortis Healthcare, Yashoda Hospital, Apollo
Hospital, AIG, Tata Memorial Hospital Centre (ACTREC), Nanavati Max Healthcare,
NIMHANS, Bangalore, Mahaveer Jain Hospital, Hyderabad KIMS Hospital,
Hyderabad and Venkateswara Hospital Chennai, along with ICMR (Digital Health and
Al Division). Legal Experts from leading law firms were consulted such as Pavan
Duggal and Associates, Nishith Desai and Associates, Khaitan Legal Associates,
Lakshmikumaran and Sridharan attorneys.




12A. Details of Journal Publications along with the link for HTML view
(Mandatory: Only include those publications where SPARC project has been
acknowledged):

1. Gurpur, S., Chavan, S., Sahiti, V. and Shelke, A. Critical Insights into the Impact of
Artificial Intelligence on Mental Health, Patient Rights, and Human Rights.
Australasian Accounting, Business and Finance Journal. Vol 19(1): 13, pp. 244-261
(2025). DOI: https://doi.org/10.14453/aabfi.v19i1.13 . Indexing: Scopus. Quartile Q2
HTML view: https://www.uowoajournals.org/aabfj/article/id/1603/

Publications in process:

2. Claes Granmar, Shashikala Gurpur, Harko Verhagen and Raj Varma, "High-risk Al
and Patient Safety - a Postcard from India" (publication in process).

3. Gurpur, S., Dwivedi, R., Parulava, G., Koutsoukou, E. and Rautdesai, R.
Enhancing Patient Safety in Al Driven Healthcare: Navigating the Liability Concern in
India and European Union. International of Human Rights and Constitutional Studies.
Web of Science Indexed. Quartile Q4 (submitted, Tracking id — [JHRC 346127).

4. Gurpur, S., Shelke and A. Singh. A. Shifting the Burden: Medical Al Diagnostics
and Rebuttable Fault in India and the European Union. Humanities and Social
Sciences Letters. SCOPUS Indexed. Quartile Q3. (submitted, Tracking ID: 20086)

5. Gurpur, S., Rautdesai, R., Bonfanti, A and Chiara, R. Patient-Centric Informed
Consent in the age of Al in Healthcare (to be submitted to SCOPUS Indexed Journal).

6. Gurpur, S., Varma, R., Granmar, C. Data Protection in Al Driven Patient Care:
Comparative Analysis on Consent, Confidentiality and Transparency in India and EU
(to be submitted to SCOPUS Indexed Journal).

12B. Details of Conference Indexed Publications along with the link for HTML
view (Mandatory: Only include those publications where SPARC project has
been acknowledged):

1. Gurpur, S., Chavan, S., Sahiti, V. and Shelke, A. Critical Insights into the
Impact of Artificial Intelligence on Mental Health, Patient Rights, and Human
Rights. Australasian Accounting, Business and Finance Journal. Vol 19(1): 13,
pp. 244-261 (2025). DOI: https://doi.org/10.14453/aabf].v19i1.13 . Indexing:
Scopus. Quartile Q2 HTML view:
https://www.uowoajournals.org/aabfj/article/id/1603/



https://doi.org/10.14453/aabfj.v19i1.13
https://doi.org/10.14453/aabfj.v19i1.13
https://www.uowoajournals.org/aabfj/article/id/1603/

2. Gurpur, S., Sapatnekar, A., Nemane, V. Contested Bioethics Terrains related
to Al and Patient Safety. 18th World Conference on Bioethics, Medical Ethics
and Health Law. (abstract accepted)

12C. Details of Patent Filed/ Granted (patent title and number):

Copyright on Curriculum Course drafted on “Al in Healthcare: Law and Ethics in a
Comparative Context” and on Training Manual

12D. Details of Technology Transferred:

Nil

12E. Any experimental/computational/ any other facilities developed from the
project:

(i) Curriculum for a unique multidisciplinary course, "Al in Healthcare: Law and Ethics
in a Comparative Context", developed and integrated in the curriculum at Symbiosis
International (Deemed University), to be offered to multiple forthcoming batches and
across India;

(ii) Training Manual developed for a multidisciplinary course spanning healthcare,
technology, law, management and social sciences;

(iif) Book - This book examines how patient safety can be protected in the age of
artificial intelligence, drawing on lessons from the EU Al Act, international healthcare
regulations, and research conducted in India and the European Union. It explores
how Al can be governed responsibly while enabling innovation and improving
healthcare outcomes. Combining legal, ethical, and policy perspectives, the book
provides practical insights for policymakers, healthcare professionals, researchers,
and academics. It offers tools and recommendations that help translate principles into
practice and promotes an inclusive, transparent, and human-centered approach to Al
adoption. Its central message is that technological progress in healthcare must
always be guided by patient safety, human dignity, and equitable access to care.

(iv) Case studies developed - Visiba Care, Max Healthcare, Butterfly Learnings;
(v) Law and Policy Recommendations developed for the Government of India.

(vi) SCOPUS Indexed Publications — 6 (1 published, 5 in different stages of
publication)




12F. Any subsequent funding received based on the SPARC project:

Nil as of the date of this report. Future joint grant applications are planned as part of
the way forward, along with MoUs between the partner universities.

12G. Any startup/ company opened based on the SPARC project:

Nil

13. Reason for non-fulfiliment of the project deliverables (if any): (within 200
words)

(Make this into points)

e Certain publication deliverables remain in the pipeline owing to the nature of
academic publishing timelines - 4 research papers are under review with
Scopus/WoS-indexed journals,

e Amendment in the original project team due to individual/personal difficulty of 1
Indian Co-Pl and 2 Int. Co-Pls (communication to sparc team dated 07-10-
2024, 6-11-2024, 8-11-2024, 6-02-2025, and 18-02-2025)

14. Notable Technical Achievements of the project: (provide details within 250
words, highlighting how complementarity with the international group helped in
Scientific/ Technological progress)

Technical Contribution: The project applied the ELSI (Ethical, Legal, Social
Implications) framework, placing patient safety at the centre, benchmarked against
international guidelines (WHO, OECD, UN) and compared with the EU framework
(EU Al Act, GDPR, European Health Data Space).

The complementarity of the international group was decisive: Stockholm
University contributed both legal expertise (Dr. Claes Granmar, Prof. Giorgi Parulava
- EU law, Al regulation) and computer and systems sciences expertise (Prof. Harko
Verhagen - ethics and soft governance of Al), while the University of Milan (Dr.
Angelica Bonfanti, Dr. Chiara Ragni) contributed EU human rights approaches to Al
regulation in healthcare and business dimensions relating to Al in healthcare. This
reflected in all key achievements stated below, where international experts
complemented as trainers, teachers, co-authors, editors, hosts, field research among
others.

Key achievements:




(i) empirical study covering 130 stakeholders (30 healthcare professionals, 31
technology experts, 29 patients and 40 legal experts, including respondents
from Sweden and ltaly) through interviews, structured questionnaires, FGDs
and field visits to top hospitals in six Indian cities;

(i) approximately 150 hours of teaching and training in India by the International
Pl and Co-Pls;

(iii) three industry case studies (Visiba Care - Sweden, Max Healthcare, Butterfly
Learnings);

(iv) a unique multidisciplinary curriculum and training manual,

(v) Law and Policy Recommendations for the Government of India, presented to
diverse stakeholders including Hon'ble Mr. Justice Devendra Kumar
Upadhyaya, Chief Justice, Delhi High Court, at the Summit on Outcomes (19th
February 2026);

(vi) Springer Nature book monograph

(vii) Scopus-indexed publications — 1 published, 4 SCOPUS/WoS in process, 2
peer reviewed conference publication in process;

(viii) capacity building of over 800 participants.

15. Application potential based on the outcome of the project: (provide details
within 500 words, including a maximum 2 figures or plots)

Immediate Application:

(i) Curriculum and capacity building: The multidisciplinary course "Al in Healthcare:
Law and Ethics in a Comparative Context" (Introduction and Structure of Healthcare
Systems and Types; Al Technology in Healthcare and Innovation; Al in Healthcare:
Patient Safety Perspective; Legal and Ethical Aspects of Al in Healthcare from a
Patient Safety Perspective) has been developed and integrated in the curriculum at
Symbiosis International (Deemed University) and will be offered to multiple
forthcoming batches across programmes. The accompanying Training Manual
enables delivery of the course across healthcare, technology, law, management and
social sciences audiences, including for continued medical and professional
education. This curriculum will be offered across India as a capacity building
certificate course.

(i) Impact on Stakeholder practice: The case studies (Visiba Care, Max Healthcare,
Butterfly Learnings) and empirical findings from 130 stakeholders provide hospitals,
MedTech companies, regulators, ethics committees and clinicians with documented
best practices on responsible Al, human-in-the-loop safeguards, informed consent,




data protection, accountability and liability will make a positive impact on the
stakeholder practice.

(iiif) Continued interdisciplinary courses and consultations by SLS Pune, SIU in the
domain, assisting the sustenance of the long-term goals and efforts of the
Government of India in Healthcare and MedTech, and informing the incorporation of
patient-safety-centred Al governance into ICMR guidelines, medical ethics
frameworks and medical curricula;

(iv) Rolled out LLM specialisation in Al and Law
Long-term Application:

(i) Law and policy reform: The Law and Policy Recommendations for the Government
of India, developed through the empirical study, expert roundtable (27th June 2025)
and workshops, and disseminated at the Summit on Outcomes (19th February 2026),
provide an actionable basis for a risk-based, unified legal framework for Al in
healthcare in India, drawing on comparative insights from the EU Al Act, the
European Health Data Space and international guidelines, with patient safety at the
centre.

(i) Development of a MOOC based on the curriculum and training manual for wider
national and international dissemination;

(iif) MoUs between Symbiosis International (Deemed University), Stockholm
University and the University of Milan for sustained collaboration, certification
programmes and joint research publications;

(iv) Future joint grant applications building on the established transnational research
network;

(v) Research impact through the Springer Nature monograph and published papers
and those in pipeline of Scopus/WoS publications, shaping the emerging comparative
EU-India scholarship on high-risk medical Al, liability, informed consent and data
protection.

(vi) Interdisciplinary masters in legal medicine and bioethics — in collaboration with
technology and medical institutes

16. Plan for future utilization of the developed facilities:

(i) The curriculum and training manual will continue to be offered at SIU to
forthcoming batches and will be developed into a MOOC and certification
programmes;




(ii) The transnational network will be formalised through MoUs and leveraged for
future joint India EU grant applications;

(iif) SLS Pune, SIU will continue to offer interdisciplinary courses and expert
consultations on Al, healthcare law and patient safety, and to support the
Government of India's law and policy reform efforts in the domain.




Photographs:
Glimpses of Visits of International Pl / Co-Pls

Welcome and research meeting of Indian PI Dr. Shashikala
Gurpur with Giorgi Parulava (International Co-PI) at
Symbiosis Law School, Pune, SIU (Photo dated 29-04-2024)

Dr. Shashikala Gurpur felicitating Dr. Claes
Granmar (International PI) from

Stockholm University, Sweden during the
Focus Group Discussion on 18" October

Two of the Int. Co. PIs from University of Milan
— Dr. Angelica Bonfanti (Right), Dr. Chiara
Ragni (2" from Left), on their last day seeing off
Indian PI Dr. Shashikala Gurpur Indian PI (2™
from Right) before leaving Project Institute in
India.

Prof. Henricus (Harko) Verhagen, International Co-
PI, Department of Computer and System Sciences,
Stockholm University, Sweden (4 from left)
standing next to Dr. Shashikala Gurpur Indian PI)
(37 from left), seen along with other industry
experts Dr. Sandeep Budhiraja (2" from Left),
Group Director, Max Healthcare, Dr. Harpreet
Singh ICMR (Head — Digital Health and Al), at the
Workshop 2 on Global and National Approaches to Al
and Patient Safety: Dissemination of findings on
Stakeholder based law and policy reforms held (22nd
May 2025)




Photos of Two Workshops, Focus Group Discussion and Summit — Events aligned
with Int. Pl and Int. Co-PlI visits

Focus Group Discussion 18" Oct 2024 — Aligned with visit of Int. PI Dr. Claes Granmar
and Int. Co-PI Dr. Henricus (Harko) Verhagen from Stockholm University, Sweden
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In the photo Indian PI Dr. Shashikala Gurpur and other SPARC Project P2595 Team members
are seen with the International PI and Int. Co-PI at the end of focus group discussion

Workshop 1 on Concepts & Comparison: Global and National regulatory approaches to
Al & Patient Safety - 16th Jan 2025 — aligned with visit of two Int. Co-PIs Dr. Angelica
Bonfanti and Dr. Chaira Ragni from University of Milan, Italy

In the photo the Dr. Chiara Ragni (Int. Co-PI) (front row 2" from left) is seen addressing the
workshop participants and Dr. Angelica Bonfanti (Int. Co-PI) (front row — right) are seen with
some of the participants of the workshop in the backside row in the conference room.




Workshop on Global and National Approaches to AI and Patient Safety: Dissemination
of findings on Stakeholder based law and policy reforms held on 22nd May 2025 —
Aligned with the second visit of Int. Co-PI Prof. Dr. Henricus Verhagen, Dept. of
Computer and System Sciences, Stockholm University, Sweden

workshop participants on Ethics and Soft governance of Al in Healthcare.

Summit on Outcomes of the Project organised on 19" February 2026, and aligned with
the second visit of International PI Dr. Claes Granmar of Stockholm University

In the Photo Dr. Claes Granmar (International PI) is seen on the podium addressing the

summit participants on Law relating to Al-driven medical devices on the internal market in
EU.




Photos of the Visit of Indian Scholars to Stockholm University Sweden

Ms. Sahiti Vojjala, PhD Scholar, Symbiosis International (Deemed University), SIU visited
Stockholm University, Sweden from 1st March 2025 to 30th May 2025

Ms. Sahiti Indian PhD Scholar with Int Co-PI Dr. Henricus Verhagen at Game and Virtual Lab
situated at Stockholm University, Sweden

Ms. Anushka Sahu, PhD Scholar, Symbiosis Law School, Pune, Symbiosis International
(Deemed University) visited Stockholm University, Sweden from 24th September 2025 to
22nd December 2025

Sahu, attended WASP-HS Conference: “Al
for Humanity and Society 2025”at
Stockholm School of Economics,

i Stockholm.

Left side Photo — shows Indian Scholar Ms. Anushka Sahu attended Digitalise Conference in
Stockholm 2025 at Miinchenbryggeriet, themed “Al Everywhere — Exploring the Challenges,
Risks, and Opportunities of Autonomous Systems.”




Photos of the Visit of Indian Pl and Co-PIl to Stockholm University Sweden and
University of Milan Italy

Dr. Shashikala Gurpur (Indian PI) of Symbiosis International (Deemed University), STU
visited Stockholm Univ. Sweden and Univ. of Milan, Italy from 30" May to 9" June 2025

s .- - :
Left side Photo shows Prof. Dr. Shashikala Gurpur Indian PI (3™ from left) with Dr. Chiara Ragni
Int. Co-PI (1% from Left), Dr. Angelica Bonfanti Int. Co-PI (2™ from left) at University of Milan

Right Side Photo shows Prof. Dr. Shashikala Gurpur Indian PI (in the middle) with Dr. Henricus
Verhagen Int. Co-PI (Left), Dr. Claes Granmar Int. PI (Right) at Stockholm University, Sweden.

Dr. Raj Varma (Indian Co-PI) and Dr. Richa Dwivedi of Symbiosis International (Deemed
University) visited Stockholm Univ. Sweden and Univ of Milan from 17 to 24™ November
2024

i : \7\
Right Side Photo shows Dr. Raj Varma (Co-PI) and Dr. Richa Dwivedi Asst. Prof. meeting with
Int. PI Claes Granmar & Int. Co-PI Prof. Henricus Verhagen at Stockholm University, Sweden

Left side photo shows Dr. Raj Varma (Indian Co-PI) and Dr. Richa Dwivedi, Asst. Prof. meeting
with Int. Co-PI Dr. Angelica Bonfanti at University of Milan, Italy and other faculty and doctoral
students of Univ. of Milan.




Glimpses of the field visits conducted by Prof. Dr. Shashikala Gurpur Indian Pl and
Dr. Raj Varma Indian Co-PI during the project in 6 major cities — Hyderabad,
Mumbai, New Delhi, Bangalore, Chennai and Pune.

Indian PI Dr. Shashikala Gurpur, Dr. Raj and Dr.
Rupal with Adv. Pavan Duggal and Adv.
Saakshar Duggal at New Delhi (24/03/2025)

Indian PI Dr. Gurpur, Dr. Raj and Dr. Rupal
with Dr. Jitender Sodhi of AIIMS New Delhi
(25/03/2025)

=

Indian Co-PI Dr. Raj Varma and Dr. Rupal
meeting with Dr. Harpreet Singh, ICMR — Head
Digital Health and AI, New Delhi (25/03/2025)

Indian PI Dr. Shashikala Gurpur, with Ms.
Vandana Pakle of Nanavati Max Mumbai
(23/04/2025)

Indian PI Dr. Shashikala Gurpur, Dr. Raj and Dr.

Rupal with Abhishek Sen of Butterfly Learnings,
Mumbai (23/04/2025)

Indian Co-PI Dr. Raj Varma and Dr.
Atmaram Shelke meeting at Apollo Hospital,
Hyderabad (20/03/2025)




Link of social media posts/news related to SPARC activities posted by the Indian/
International Pl/Co-Pl and students:

1. https://www.aninews.in/news/business/symbiosis-law-school-pune-leads-national-dialogue-on-
healthcare-ai-safety-under-sparc-initiative20241021153103/

2. https://www.business-standard.com/content/press-releases-ani/symbiosis-law-school-pune-leads-
national-dialogue-on-healthcare-ai-safety-under-sparc-initiative-124102100742 1.html

3. https://www.su.se/enheter/juridiska-institutionen/nyheter/nyhetsartiklar/2024-11-08-svensk-
forskning-gor-skillnad-for-patientsakerhet-i-indien

4. https://www.su.se/english/divisions/department-of-law/news/articles/2024-11-12-swedish-
research-advances-patient-safety-in-india

5. https://www.su.se/english/research/research-catalogue/research-projects/7/legal--ethical-ai-
framework-in-healthcare

6. https://www.linkedin.com/posts/angelica-bonfanti-015081a an-excellent-worshop-outstanding-
presentatios-activity-7285998870554157056-T9hu/

7. https://www.symlaw.ac.in/assets/pdf/Curtain%20Raiser-%20Workshop%20SPARC.pdf

8. https://theprint.in/ani-press-releases/symbiosis-law-school-pune-hosts-the-8th-edition-of-slsp-
conclave-2025/2581198/

9. https://www.scconline.com/blog/post/tag/sparc/

10. https://www.instagram.com/p/DJ9eKFmipZi/
11. https://www.instagram.com/p/DKrLZRP1VD4/

12. https://www.linkedin.com/posts/sls-pune sparcproject-aiinhealthcare-patientsafety-activity-
7344385254087884801-9x6_/

13. https://www.symlaw.ac.in/assets/pdf/Legal and Ethical Framework.pdf

14. https://www.symlaw.ac.in/assets/pdf/Curtain-Raiser-SPARC-Summit.pdf

15. https://www.linkedin.com/posts/sls-pune outcome-summit-of-the-sparc-project-activity-
7431938538709069824-13P0O/

16. https://www.instagram.com/p/DVINAgJDQFb/

17. https://www.linkedin.com/posts/angelica-bonfanti-015081a_sparc-activity-
7429158448258371584-Qdgj/

18. https://www.symlaw.ac.in/assets/pdf/FDG_press_report.pdf

19. https://www.tribuneindia.com/news/business/symbiosis-law-school-pune-hosts-the-8th-edition-
of-slsp-conclave-2025/

20. https://www.indianeconomicobserver.com/news/symbiosis-law-school-pune-leads-national-
dialogue-on-healthcare-ai-safety-under-sparc-initiative20241021153100/

21. https://www.su.se/english/research/research-catalogue/research-projects/7/legal--ethical-ai-
framework-in-healthcare

22. https://www.aninews.in/news/business/symbiosis-law-school-pune-hosts-the-8th-edition-of-
slsp-conclave-202520250407171631/

23. https://www.linkedin.com/posts/sls-pune_outcome-summit-of-the-sparc-project-activity-
7431938538709069824-13P0O/



https://www.aninews.in/news/business/symbiosis-law-school-pune-leads-national-dialogue-on-healthcare-ai-safety-under-sparc-initiative20241021153103/
https://www.aninews.in/news/business/symbiosis-law-school-pune-leads-national-dialogue-on-healthcare-ai-safety-under-sparc-initiative20241021153103/
https://www.business-standard.com/content/press-releases-ani/symbiosis-law-school-pune-leads-national-dialogue-on-healthcare-ai-safety-under-sparc-initiative-124102100742_1.html
https://www.business-standard.com/content/press-releases-ani/symbiosis-law-school-pune-leads-national-dialogue-on-healthcare-ai-safety-under-sparc-initiative-124102100742_1.html
https://www.su.se/enheter/juridiska-institutionen/nyheter/nyhetsartiklar/2024-11-08-svensk-forskning-gor-skillnad-for-patientsakerhet-i-indien
https://www.su.se/enheter/juridiska-institutionen/nyheter/nyhetsartiklar/2024-11-08-svensk-forskning-gor-skillnad-for-patientsakerhet-i-indien
https://www.su.se/english/divisions/department-of-law/news/articles/2024-11-12-swedish-research-advances-patient-safety-in-india
https://www.su.se/english/divisions/department-of-law/news/articles/2024-11-12-swedish-research-advances-patient-safety-in-india
https://www.su.se/english/research/research-catalogue/research-projects/7/legal--ethical-ai-framework-in-healthcare
https://www.su.se/english/research/research-catalogue/research-projects/7/legal--ethical-ai-framework-in-healthcare
https://www.linkedin.com/posts/angelica-bonfanti-015081a_an-excellent-worshop-outstanding-presentatios-activity-7285998870554157056-T9hu/
https://www.linkedin.com/posts/angelica-bonfanti-015081a_an-excellent-worshop-outstanding-presentatios-activity-7285998870554157056-T9hu/
https://www.symlaw.ac.in/assets/pdf/Curtain%20Raiser-%20Workshop%20SPARC.pdf
https://theprint.in/ani-press-releases/symbiosis-law-school-pune-hosts-the-8th-edition-of-slsp-conclave-2025/2581198/
https://theprint.in/ani-press-releases/symbiosis-law-school-pune-hosts-the-8th-edition-of-slsp-conclave-2025/2581198/
https://www.scconline.com/blog/post/tag/sparc/
https://www.instagram.com/p/DJ9gKFmipZj/
https://www.instagram.com/p/DKrLZRPiVD4/
https://www.linkedin.com/posts/sls-pune_sparcproject-aiinhealthcare-patientsafety-activity-7344385254087884801-9x6_/
https://www.linkedin.com/posts/sls-pune_sparcproject-aiinhealthcare-patientsafety-activity-7344385254087884801-9x6_/
https://www.symlaw.ac.in/assets/pdf/Legal_and_Ethical_Framework.pdf
https://www.symlaw.ac.in/assets/pdf/Curtain-Raiser-SPARC-Summit.pdf
https://www.linkedin.com/posts/sls-pune_outcome-summit-of-the-sparc-project-activity-7431938538709069824-I3PO/
https://www.linkedin.com/posts/sls-pune_outcome-summit-of-the-sparc-project-activity-7431938538709069824-I3PO/
https://www.instagram.com/p/DVINAqJDQFb/
https://www.linkedin.com/posts/angelica-bonfanti-015081a_sparc-activity-7429158448258371584-Qdgj/
https://www.linkedin.com/posts/angelica-bonfanti-015081a_sparc-activity-7429158448258371584-Qdgj/
https://www.symlaw.ac.in/assets/pdf/FDG_press_report.pdf
https://www.tribuneindia.com/news/business/symbiosis-law-school-pune-hosts-the-8th-edition-of-slsp-conclave-2025/
https://www.tribuneindia.com/news/business/symbiosis-law-school-pune-hosts-the-8th-edition-of-slsp-conclave-2025/
https://www.indianeconomicobserver.com/news/symbiosis-law-school-pune-leads-national-dialogue-on-healthcare-ai-safety-under-sparc-initiative20241021153100/
https://www.indianeconomicobserver.com/news/symbiosis-law-school-pune-leads-national-dialogue-on-healthcare-ai-safety-under-sparc-initiative20241021153100/
https://www.su.se/english/research/research-catalogue/research-projects/7/legal--ethical-ai-framework-in-healthcare
https://www.su.se/english/research/research-catalogue/research-projects/7/legal--ethical-ai-framework-in-healthcare
https://www.aninews.in/news/business/symbiosis-law-school-pune-hosts-the-8th-edition-of-slsp-conclave-202520250407171631/
https://www.aninews.in/news/business/symbiosis-law-school-pune-hosts-the-8th-edition-of-slsp-conclave-202520250407171631/
https://www.linkedin.com/posts/sls-pune_outcome-summit-of-the-sparc-project-activity-7431938538709069824-I3PO/
https://www.linkedin.com/posts/sls-pune_outcome-summit-of-the-sparc-project-activity-7431938538709069824-I3PO/

(Signature of the PI)

Name: Dr. Shashikala Gurpur

Date: 31" March 2026 T e
SLS, PUNE

Place: Pune, Maharashtra, India.
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