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Drug Development process

4 | Forum Technische Entwicklung, Haftpflicht und Versicherung | S Felix | 12-Nov-2014 | Business Use Only



Phase 1 studies
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 Sponsor 
• may be an individual, company, institution or organisation
• headquartered or represented in Switzerland 
• is responsible for the initiation, management and/or financing of 

a clinical trial
• has the overall liability 
• may also be the investigator (sponsor – investigator)
• is not necessarily the person financing the clinical trial (e.g. 

Investigator Initiated Trial – IIT)
• may delegate any or/all of the trial-related tasks/duties and 

functions to an individual, company, institution or organisation 
(e.g. Contract Research Organisation – CRO)

Key Players
Roles and responsibilities
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Key Players
Roles and responsibilities

 Investigator
• responsible for the conduct of the clinical trial at a trial site
• the welfare of the clinical trial subjects
• the informed consent process
• collection, documentation and archiving of data
• reporting of adverse events to sponsor

 If a trial is conducted by a team of individuals at a trial site, 
the investigator is the responsible leader of the team and 
usually called “principal investigator”
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International Guidelines Governing Human Clinical 
Trials

 Declaration of Helsinki
WMA Declaration of Helsinki - Ethical Principles for Medical Research Involving 
Human Subjects- Brazil 2013 (new revised version)

 ICH Guidelines
The tripartite harmonised ICH Guideline on Good Clinical Practice, ICH-GCP E6(R1), 
version dated 10 June 1996

 Country/Region Specific Regulatory Guidances and 
Reviews (e.g. FDA, EMA)

 Ethical guidelines
CIOMS International Ethical Guidelines for Biomedical Research Involving Human 
Subject (2002)

ICH = International Conference on Harmonization; 
FDA = Food and Drug Administration; EMEA = European Medicines Agency
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Good Clinical Practice (GCP)

Institutional Review Board/ 
Independent Ethics Committee

Investigator

Informed Consent

Sponsor

Quality Assurance/Quality Control

Contract Research Organization (CRO)

Protocol Design

Clinical Protocol and Amendments

Investigator’s Brochure (IB)

Essential Documents for Conduct of a Clinical Trial

Main Elements of ICH Guidelines for GCP

Good Clinical Practice (GCP) is an international ethical and scientific quality
standard for designing, conducting, recording and reporting trials that
involve the participation of human subjects. Compliance with this standard
provides public assurance that the rights, safety and well-being of trial
subjects are protected, consistent with the principles that have their origin in
the Declaration of Helsinki, and that the clinical trial data are credible.
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Clinical Research in Switzerland

 Regulated by laws and ordinances (medicinal products and medical 
devices)

 Industry sponsored trials and Investigator Initiated Trials (IITs) are 
regulated in the same way

 Regulatory Authorities:

 Cantonal/Regional Ethics Committees:
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Applicable Swiss legislation
 Federal Act of 15 December 2000 on Medicinal Products and Medical Devices (Therapeutic 

Products Act, TPA; SR 812.21)
Bundesgesetz vom 15. Dezember 2000 über Arzneimittel und Medizinprodukte (Heilmittelgesetz, 
HMG; SR 812.21)

 Federal Act of 30 September 2011 on Research involving Human Beings (Human Research Act, 
HRA; SR810.30)
Bundesgesetz über die Forschung am Menschen (Humanforschungsgesetz, HFG; SR810.30)

 Ordinance of 20 September 2013 on Clinical Trials in Human Research (Clinical Trials Ordinance; 
ClinO SR 810.305)
Verordnung über klinische Versuche in der Humanforschung (Verordnung über klinische Versuche; 
KlinV; SR 810.305)

 Ordinance of 20 September 2013 on Human Research with the Exception of Clinical Trials (Human 
Research Ordinance, HRO; SR 810.301)
Verordnung über die Humanforschung mit Ausnahme der klinischen Versuche 
(Humanforschungsverordnung, HFV SR 810.301)

 Organization ordinance on the HRA, org-HRA; SR 810.308
Organisationsverordnung zum Humanforschungsgesetz (Organisationsverordnung HFG, OV-HFG; 
SR 810.308)

 Verordnung vom 2. Dezember 2011 über die Gebühren des Schweizerischen Heilmittelinstituts 
(Heilmittel-Gebührenverordnung, HGebV)
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Approval

“Before a trial is initiated, foreseeable risks and inconveniences should 
be weighed against the anticipated benefit for the individual trial subject 
and society. A trial should be initiated and continued only if the 
anticipated benefits justify the risks” 
Section 2.2 ICH-GCP Guideline

Therefore prior approval by local Ethic Committee and relevant 
Regulatory Agency is required – to ensure the protection of patient
rights, safety and well-beeing.
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Required EC application documentation
 Study plan / protocol (and amendments)
 Case Report Form
 Patient Information sheet and informed

consent form (in local languages)
 Compensation for participants
 Recruitment documentation
 Additional documentation for the participants

(patient diary, questionnaires)
 Investigator‘s Brochure
 Investigator’s CV and proof of GCP training 
 Details on infrastructure suitability and availability
 Details on the safe handling of personal data 
 Contract

 Proof of insurance 
− or other proof of guarantee for any damage or injury, including the relevant 
agreements between the sponsor and the investigator
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Liability

 “Appropriate compensation and treatment for subjects who are 
harmed as a result of participating in research must be ensured.”
§15 Declaration of Helsinki

 “If required by the applicable regulatory requirement(s), the sponsor 
should provide insurance or should indemnify (legal and financial 
coverage) the investigator/the institution against claims arising from 
the trial, except for claims that arise from malpractice and/or 
negligence. 
The sponsor's policies and procedures should address the costs of 
treatment of trial subjects in the event of trial-related injuries in 
accordance with the applicable regulatory requirement(s).”
Section 5.8 ICH-GCP Guideline
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Liability

 HFG Art. 19 Liability

• 1 Any person who carries out a research project involving persons 
shall be liable for damage suffered by them in connection with the 
project. The Federal Council may specify exemptions from liability.

• 2 Compensation claims become time-barred three years after the 
injured party has become aware of the damage and of the liable party, 
but no later than ten years after the completion of the research 
project. The Federal Council may specify a longer limitation period for 
particular research areas.

• 3 The provisions of the Code of Obligations1 on tort are otherwise 
applicable; in the exercise of official duties, the Government Liability 
Act of 14 March 19582, or cantonal government liability law, is 
applicable. (1 SR 220, 2 SR 170.32)
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Liability

 KlinV §4, Art. 13 Requirements for liability coverage

• 1 The liability coverage requirements can be fulfilled:
a. by taking out insurance; or
b. by providing security of equivalent value.

• 2 The policy value shall be set in accordance with Annex 2.

• 3 The liability coverage must cover damage occurring up to ten years 
after the completion of the clinical trial.
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Indemnity

A written guarantee inserted in the protocol, contract or subject 
information leaflet, that the sponsor will compensate a trial subject 
who is harmed by taking part in a clinical trial.

 Before the start of a commercially sponsored trial, the sponsor must 
indemnify the investigator against any loss incurred by the investigator 
(including the cost of legal representation) as a result of claims arising from 
the trial, except to the extent that such claims arise from the negligence of 
the investigator for which the investigator remains responsible.

 Purpose is to ensure that in the event of injury there is a facility that 
compensation (financial) can be paid to reinstate the claimant to the same 
financial position that they were in prior to the incident.
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Insurance

Contract or policy that provides cover for the sponsor or investigator in 
the event of a claim for damages by a trial subject.

 In relation to the sponsor’s obligation to comply with the above compensation 
policy, the sponsor must ensure that insurance or indemnity is in place to 
cover its liability and that of the investigator.

 Typically a multi-national clinical trials program will consist of a combination of 
global master policy plus individual local policies on a per trial/per country 
basis.

 The Institution / clinical trial unit must have appropriate and adequate 
indemnity insurance to cover claims or damages for negligence, for which it 
shall be liable.

 Also, physicians involved with the trial should have insurance – such as that 
offered by a medical defence organization – that will respond to any 
negligence claim. Nurses should hold professional indemnity insurance.
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Insurance

 HFG Art. 20 Coverage

• 1 Liability must be appropriately covered through insurance or in some 
other manner. The Federal Government and its public-law institutions 
and corporations are exempt from the liability coverage requirements.

• 2 The Federal Council may:
a.specify requirements for insurance and other forms of coverage;
b.exempt research areas or classes of damage from the liability coverage requirements.

• 3 For the protection of the injured party, it may:
a.grant this party a direct claim against the party providing liability coverage;
b.restrict the cancellation rights and objections of the party providing liability coverage, 
while granting appropriate rights of recourse.
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Insurance

 KlinV Annex 2 (Art. 13) Policy values for liability coverage

 1. For Category A clinical trials where any measures for the collection 
of health-related personal data or the sampling of biological material 
entail more than only minimal risks and burdens, the policy value shall 
be at least:
a. per person: 250 000 Swiss francs;
b for damage to property: 20 000 Swiss francs;
c. for the entire clinical trial: 3 million Swiss francs.

 2. For other clinical trials, the policy value shall be at least:
a. per person: 1 million Swiss francs;
b. for damage to property: 50 000 Swiss francs;
c. for the entire clinical trial: 10 million Swiss francs.
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Indemnity and insurance: ICF

 It must be ensured that the language in the local ICF is fully congruent 
with any contract between the investigator, institution, sponsor, and 
any further applicable partner.

 The ICF may not include exculpatory language which releases or 
appears to release the investigator, the sponsor, the institution, or 
their legal agents from liability for negligence (ICH 4.8.4).

 The subject’s existing legal rights must be protected. The 
compensation and/or treatment available to the subject in the event of 
trial-related injury must be stated.

 The ICF should explain how to make a claim and where to seek 
further information.
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Q&A

23 | Forum Technische Entwicklung, Haftpflicht und Versicherung | S Felix | 12-Nov-2014 | Business Use Only



Back-up slides
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Pre-Clinical Phase Research that begins before clinical 
trials (testing in humans); laboratory 
testing/animal studies

Proof-of-Concept Studies which allow a preclinical
(PoC) hypothesis about mechanism of action to 

be tested and demonstration of potential
therapeutic benefit to patients

Phase I Clinical trials in humans (20-80 patients 
(Human Pharmacology) or healthy volunteers) to estimate initial 

safety and tolerability

Phase II Clinical trials in humans (100-300 
(Therapeutic Exploratory) patients) of which the primary objective 

is to explore therapeutic efficacy in 
patients

Development – Phases 
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Phase III Clinical trials in humans (1000-3000 
(Therapeutic Confirmatory) patients) of which the primary objective is 

to demonstrate or confirm therapeutic 
benefit

Phase IV Clinical trials in humans (large 
(Therapeutic Use) numbers) performed after marketing 

authorisation to go beyond the prior 
demonstration of drug safety, efficacy 
and dose definition (other than routine 
surveillance or non-interventional studies 
such as PMS)

Development - Phases 
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Declaration of Helsinki

http://www.wma.net/en/30publications/10policies/b3/index.html
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International Conference on Harmonization (ICH)
of Technical Requirements for Registration of Pharmaceuticals for Human Use

 "Quality" Topics, i.e., those relating to chemical and pharmaceutical 
Quality Assurance (Stability Testing, Impurity Testing, etc.)

 "Safety" Topics, i.e., those relating to in vitro and in vivo pre-clinical 
studies (Carcinogenicity Testing, Genotoxicity Testing, etc.)

 "Efficacy" Topics, i.e., those relating to clinical studies in human 
subject (Dose Response Studies, Good Clinical Practices, etc.)

 "Multidisciplinary" Topics, i.e., cross-cutting Topics which do not fit 
uniquely into one of the above categories (MedDRA, ESTRI, M3, 
CTD, M5)

ICH home page: http://www.ich.org/products/guidelines.html
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International Conference on Harmonization (ICH) 
Guidelines for Efficacy
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