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30.11.2025

Request for Proposals
No. 2/2025

implemented under the project entitled “A randomized, open-label, controlled trial to evaluate
the efficacy and safety of psilocybin in the treatment of treatment-resistant depression (TRD),
administered together with SSRIs or after gradual discontinuation of SSRIs, compared to
standard SSRI treatment — PSINAPSE”, which constitutes a non-commercial clinical trial
(hereinafter referred to as the “Study”).

The Project is implemented within a Consortium, in which the Medical University of Warsaw
serves as the Leader, and KeyClinic Limited Liability Company is the Partner responsible for the
implementation of the clinical part. The Study is funded by the Medical Research Agency
(contract no. 2024/ABM/01/00043-00). The Principal Investigator of the Project is Prof. Agata
Szulc, MD, PhD.

. CONTRACTING AUTHORITY

KeyClinic
Limited Liability Company Contact person for Providers

Nowogrodzka Street 47A, 00-695

Warsaw, Poland Piotr Marcinowicz
REGON (Polish Statistical Identification Number): KeyCIinic CEO
528067946 phone no.: +48 500 372 331
NIP (Polish Tax Identification Number): e-mail: psinapse@keyclinic.pl
7011194833
1. PROCUREMENT PROCEDURE

The procurement procedure for this contract is conducted in accordance with the Act of 11
September 2019 — Public Procurement Law (Journal of Laws 2023, item 1605, as amended),
Article 2(1)(1), as well as the Funding Agreement No. 2024/ABM/01/00043-00.

. DESCRIPTION OF THE SUBJECT OF THE CONTRACT

1. The subject of the contract is the delivery of a training course in psilocybin-assisted
therapy (PAT) for psychotherapists participating in the PSINAPSE clinical trial.
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The name and the code of the service according to the Common Procurement
Vocabulary (CPV): 80560000-7 — Health training services

The scope of the contract includes the delivery of training in PAT for ten
psychotherapists involved in the clinical part of the PSINAPSE trial. The main aim of the
training is to develop participants’ therapeutic competencies essential for the
facilitation of psilocybin-assisted therapy.

3.1 The training shall be delivered by two trainers who meet the conditions set out in the
section IV.1.1.

3.2 The training shall be delivered in Polish or English.

3.3 Form of the training: in-person group programme combining theoretical and practical

components.

3.4 Training duration: 5 consecutive days, 40 teaching hours. Scheduled training period:
February— March 2026.

3.5 Training venue: KeyClinic LLC, 47A Nowogrodzka Street, Warsaw, Poland.

3.6 Training objectives

a) To familiarise participants with the therapeutic framework of PAT, which will

incorporate elements of cognitive-behavioural therapy (CBT), acceptance and
commitment therapy (ACT), compassion-focused therapy (CFT), and mindfulness-based
approaches.

b) To prepare therapists to facilitate all three stages of the therapeutic process:

c)

preparatory sessions, psilocybin administration sessions, and integration sessions
following the psychedelic experience.

To develop skills for creating a safe and supportive therapeutic relationship in the
context of the PAT within the Study.

3.7 Training content
A. Introduction to the PAT application within the clinical trial

e Assumptions and methods of therapeutic work used in the therapeutic approach
applied in the Study.

e Roles and responsibilities of therapists within the PAT framework.

e Ethical considerations and professional boundaries specific to PAT.

e Core competencies required for facilitating psilocybin-assisted therapy in TRD.

e Specific requirements of conducting PAT within a clinical trial setting: balancing
participant-centred support with protocol requirements and procedural consistency.

e Structure and flow of the three-stage therapeutic process (preparation —
administration — integration).

B. Preparatory stage

e Psychoeducation concerning the psilocybin experience and safety principles.
e Explanation of the concept of psychological flexibility and its role in the recovery
process.
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Practice of mindfulness exercises and grounding techniques (e.g., breathwork)
useful during the psychedelic experience.

Setting therapeutic intentions for the treatment process.

Building the therapeutic alliance with the study participant.

Discussion of the principles guiding the therapist’s professional conduct when
working with a participant in an altered state of consciousness, established with full
respect for the participant’s psychological boundaries.

C. Psilocybin administration session

Preparation and arrangement of the therapeutic environment.

Monitoring the mental and physical state of the study participant.

Supportive interventions in case of difficult experiences, anxiety, agitation, or
psychotic symptoms occurring during the session.

Collaboration within the therapeutic dyad.

Handling challenging emotional states and maintaining containment during
psychedelic sessions.

D. Integration stage of psychedelic experiences

Exploration of experiences, imagery, emotions, and bodily sensations from the
psychedelic session.

Meaning-making of the psychedelic experiences.

Linking insights from the psychedelic experience to the participants’ personal goals
and values, as well as and supporting the implementation of these insights into
adaptive behaviours and practical changes in daily functioning.

Recognising and processing emotional and cognitive changes arising in participants.
Providing guidance on self-care and supporting the continued integration of the
psychedelic experience after the completion of the therapeutic process during the
Study.

3.8 Training methods

Lectures and multimedia presentations

Group discussions and case analysis

Practical skill-building exercises within simulated therapy sessions

Individual reflective exercises supporting personal introspection

Group supervision involving review of session work, discussion of therapeutic
challenges, and structured feedback

3.9 Expected outcomes of the training
Upon completion of the course, participants will be prepared to:

conduct preparatory and integration sessions related to the psychedelic experience
within the PAT framework of the clinical trial;

facilitate the psilocybin administration sessions while maintaining a supportive
therapeutic presence and providing professional support as needed during the
participants’ psychedelic experience;

conduct therapeutic activities in compliance with the Study protocol and with
established safety and ethical standards for PAT.

4. The Contracting Authority does not allow the submission of partial or variant offers.
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CONDITIONS FOR PARTICIPATION IN THE REQUEST FOR PROPOSALS

Offers may be submitted by Providers who meet all of the conditions listed in the
following sections.

1.1 Qualifications and experience of trainers

At least one trainer must meet all of the following requirements:

a)
b)

c)

Experience in conducting psychedelic-assisted therapy within at least one clinical trial.
Experience in providing training for psychotherapists in the field of psychedelic-assisted
therapy (at least one training delivered).

Master’s degree in psychology or a medical degree with specialization in psychiatry.

Both trainers must meet all of the following requirements:

d)
e)
f)
g)

Completed certified training programme in psychedelic-assisted therapy.

Valid psychotherapy licence (or equivalent authorization to practice psychotherapy).

At least 5 years of clinical experience in conducting psychotherapy.

Knowledge of Good Clinical Practice (GCP), confirmed by a valid GCP training certificate.

1.2 Training programme requirements

e Compliance with the therapeutic model outlined for the PSINAPSE study, as
described in the preliminary framework provided in Appendix No. 3.

¢ Inclusion of both theoretical and practical components.

e The training provider is expected to ensure that the content and delivery of the
training align with applicable Good Clinical Practice (GCP) standards.

1.3 Contractual and financial conditions

e Ability to conclude a contract with Key Clinic LLC.

e Readiness to arrange travel and accommodation for the trainers independently.

e Issuing invoices covering both the training fee and the reimbursable
travel/accommodation costs.

e Adherence to procedures governing the expenditure of public funds.

As proof of meeting the above requirements, the Provider shall declare their fulfilment in
Appendix No. 1.

2.

V.

The Contracting Authority will assess compliance with the participation requirements on
the basis of the documents attached to the offer.

The Contracting Authority has the right to request additional information, documents,
or explanations from the Providers concerning the submitted offer.

The offer of a Provider who does not meet the participation requirements specified in
point 1 shall be rejected.

GROUNDS FOR EXCLUSION FROM PARTICIPATION IN THE PROCEDURE
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1. The following Providers shall be excluded from participation in the procedure:

1.1 Providers who have capital or personal links with the Contracting Authority. Capital or
personal links shall be understood as mutual relationships between the Provider and the
Contracting Authority (or persons authorised to incur obligations on behalf of the
Contracting Authority, or persons performing activities related to the conduct of the
procedure on behalf of the Contracting Authority), in particular involving:

a) participation in a partnership as a partner in a civil law partnership or a personal
partnership,

b) holding at least 10% of shares or stocks,

c) serving as a member of a supervisory or management body, a proxy, or an attorney,

d) being in a marital relationship, direct consanguinity, second-degree consanguinity or
affinity in the collateral line, or a relationship of adoption, custody, or guardianship.

2. Providers shall also be excluded if they are subject to exclusion under Article 5k of Council
Regulation (EU) No 833/2014 of 31 July 2014 concerning restrictive measures in view of
Russia’s actions destabilising the situation in Ukraine, as amended by Council Regulation
(EU) 2022/576. Accordingly, the Contracting Authority shall exclude:

a) Russian nationals or natural/legal persons, entities or bodies established in Russia;

b) legal persons, entities, or bodies whose proprietary rights are directly or indirectly owned
in more than 50% by an entity referred to in point (a);

c) natural or legal persons, entities or bodies acting on behalf of or at the direction of an
entity referred to in points (a) or (b);

d) including subcontractors or suppliers, where more than 10% of the contract value is
attributable to them.

3. Providers shall also be excluded if they are subject to exclusion under Article 7(1) of the
Act of 13 April 2022 on special measures to prevent the support of aggression against
Ukraine and to protect national security. Accordingly, the Contracting Authority shall
exclude:

a) Providers listed in the registers referred to in Regulations 765/2006 and 269/2014, or
included in the national sanctions list pursuant to a decision imposing a measure referred to
in Article 1(3) of the Act;

b) Providers whose ultimate beneficial owner (as defined in the Polish Anti-Money
Laundering and Counter-Terrorism Financing Act of 1 March 2018) is a person listed in the
registers referred to in Regulations 765/2006 and 269/2014, or included in the national
sanctions list, provided that such listing has occurred since 24 February 2022 pursuant to a
decision imposing a measure referred to in Article 1(3) of the Act;

c) Providers whose parent undertaking (as defined in the Accounting Act of 29 September
1994) is an entity listed in the registers referred to in Regulations 765/2006 and 269/2014,
or included in the national sanctions list, provided that such listing has occurred since 24
February 2022 pursuant to a decision imposing a measure referred to in Article 1(3) of the
Act.

4. To demonstrate the absence of grounds for exclusion referred to in point 1 above, the
Provider shall submit, together with the offer, a declaration entitled “Declaration on the
absence of links with the Contracting Authority” included in Appendix No. 1.



MEDICAL
RESEARCH C,} Key
AGENCY

VI. PREPARING THE OFFER

1. The offer submitted by the Provider shall be prepared using the form constituting
Appendix No. 1 - Offer Form Template.

2. Offers shall be prepared in English or Polish.

3. The offer must be signed by the authorised representative(s) of the Provider in a manner
that allows identification of the person signing the documents (a legible signature indicating
the position, or a signature accompanied by a name stamp).

4. The Provider may submit only one offer.

5. The Provider shall bear all costs associated with the preparation and submission of the
offer.

6. The Contracting Authority reserves the right to amend or supplement the content of the
Request for Proposals at any time before the offer submission deadline.

6.1. In the event of such amendment or supplementation, information on this will be
immediately reflected in the notice published on the Contracting Authority’s website:
https://www keyclinic.pl/ogloszenia/.
6.2. If the amendment requires modification of the offers, the Contracting Authority shall
extend the offer submission deadline, which will be promptly communicated in the notice
published on the website: https://www.keyclinic.pl/ogloszenia/.
VIlL. PERIOD OF VALIDITY OF THE OFFER

1. The Provider shall be bound by the offer for a period of 60 days.

2. The period of validity of the offer shall begin upon the expiry of the offer submission deadline.

3. The Provider may extend the period of validity of the offer either independently or at the
request of the Contracting Authority.

VIIl.  METHOD AND DEADLINE FOR SUBMISSION OF OFFERS

1. Offers must be submitted no later than 31 December 2025, 23:59.

2. Offers submitted in response to this Request for Proposals shall be sent via e-mail to the
following address: psinapse@keyclinic.pl

3. The e-mail subject line shall read “Request for Proposals 2/2025”, and the offer together with
all required attachments must be signed and submitted as a scan.
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4, The date and time of submission shall be understood as the date and time on which the offer
is received by the Contracting Authority.

5. The Contracting Authority reserves the right to extend the offer submission deadline. Any
such information will be published at the website: https://www.keyclinic.pl/ogloszenia.

IX. CONDUCTING THE EVALUATION OF OFFERS

1. The Providers’ offers will be evaluated according to the criterion of total gross price —
max. 100 points.
The total gross price shall consist of the sum of the costs for conducting the training, as well as
travel, and accommodation for trainers.

1.1 The Provider is required to indicate the net price, the applicable VAT rate, and the
gross price, rounded to two decimal places in accordance with standard mathematical rounding
principles. The correct determination of the VAT rate is the responsibility of the Provider.

1.2 The total gross price shall be the final price, covering all costs related to the
performance of the contract. The Provider must include in the offer price all costs necessary for
the proper, complete, and timely execution of the contract, arising from the conditions and
obligations specified in the Request for Proposals, as well as from the Provider’s own knowledge
and expertise.

1.3 Only one price may be offered for the subject of the contract. Price variants are not
permitted.

1.4 Point evaluation will be calculated as follows:

gross price of the lowest submitted of fer

x 100

Provider’s score =
gross price of the evaluated of fer

The score will be rounded to two decimal places, following standard mathematical rounding
rules.

2. The most advantageous offer shall be the offer submitted by a Provider who is not subject to
exclusion, meets all requirements specified for the subject of the contract, and receives the
highest number of points during the evaluation.

3. If the Contracting Authority is unable to select the most advantageous offer due to two or
more Providers submitting offers with the same price, the Contracting Authority shall request
those Providers to submit additional offers. Providers submitting additional offers may not offer
prices higher than those originally submitted.

4. In the case of Providers who submitted offers within the deadline but whose offers lack
required documents or declarations, or if the submitted documents or declarations are
incomplete, contain errors, or raise doubts indicated by the Contracting Authority, the
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Contracting Authority shall request submission, supplementation, correction, or explanation of
such documents within a specified deadline. Only formal deficiencies or errors may be
supplemented, corrected, or clarified. Changes to the substantive terms of the submitted offer
are not permitted.

5. The Contracting Authority will publish information on the outcome of the procedure at the
website: https://www.keyclinic.pl/ogloszenia.

X. CONDITIONS FOR AMENDING THE CONTRACT CONCLUDED AS A RESULT OF THE
PROCUREMENT PROCEDURE

1. The Contracting Authority reserves the right to amend the contract concluded with the
Provider selected in this procedure if any of the circumstances listed below arise, in accordance
with the conditions specified for their implementation.

1.1. The contractual deadline or scope of the contract may be amended in the following
situations:

a) In the event of force majeure, i.e. an extraordinary and external event beyond the control of
the Contracting Authority or the Provider, the occurrence and duration of which could not have
been prevented despite exercising due diligence. In such a case, the contract performance
period shall be extended by the duration of the force majeure event and the time necessary to
remedy its effects.

b) In the event of circumstances beyond the control of either the Provider or the Contracting
Authority, provided that the need for amendment results from circumstances that could not
have been foreseen at the stage of publication of the Request for Proposals or submission of the
offer, and for which neither party is at fault. The contract performance period shall be extended
for the time necessary to eliminate such circumstances.

c) In the event that changes to the Contracting Authority’s project requiring the approval of the
Polish Medical Research Agency (MRA) must be introduced. In such a case, the contract
performance period may be extended by the period between the submission of the request for
project modification and MRA’s approval of the changes.

1.2. Other amendments:

a) In the event of a change in legal regulations in force on the day of submission of the offer or
conclusion of the contract, which introduces new requirements regarding the manner of
performing any part of the contract.

b) In the event of receiving a decision from the Polish Medical Research Agency or the Project
Leader introducing changes to the scope of tasks, performance deadlines, or establishing

additional provisions that the Contracting Authority is obliged to comply with.

1.3. Conditions for amendments:
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a) Amendments may be initiated at the request of either the Provider or the Contracting
Authority.

b) Any amendments or supplements to the contract concluded with the Provider shall be made
in the form of written annexes, signed by both parties, under pain of nullity.

Xl PAYMENT TERMS

1. Payment for the performed service shall be made on the basis of the contract
concluded with the Contracting Authority and the invoices submitted by the Provider.

2. All travel and accommodation expenses will be reimbursed by the Contracting
Authority upon submission of appropriate invoices issued by a Provider.

3. Payment shall be made by bank transfer to the bank account indicated by the
Provider in the contract.

4. The payment deadline is 14 days from the date on which the Contracting Authority
receives a correctly issued invoice.

Xil. CANCELLATION OR CLOSURE OF THE PROCEDURE

1. The Contracting Authority reserves the right to cancel or close the procedure, in whole or in
part, at any stage, if:

a) no offer has been submitted, or no offer has been submitted that is not subject to rejection;
b) the procedure is affected by an irreparable defect that prevents the award of the contract in
compliance with the principles of fair competition, equal treatment of providers, or applicable
legal regulations;

c) a significant change in circumstances occurs, rendering the continuation of the procedure or
the performance of the contract contrary to the Contracting Authority’s interests, and such
change could not have been foreseen at the time of publication of the Request for Proposals.

2. The Contracting Authority shall notify all Providers simultaneously of the cancellation or
closure of the procedure.

3. Providers shall not be entitled to any claims against the Contracting Authority if the
Contracting Authority exercises any of the rights specified in point XII.1.
Xill.  INFORMATION CLAUSE PURSUANT TO ARTICLES 13 AND 14 OF REGULATION (EU)

2016/679 (General Data Protection Regulation, GDPR)

1. The Contracting Authority hereby informs you that:
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a) The Controller of your personal data is KeyClinic LLC, ul. Nowogrodzka 47A, 00-695 Warsaw,
Poland.

b) The Controller has appointed a Data Protection Officer — Katarzyna tempicka, who can be
contacted at: e-mail: kontakt@katarzynalempicka.pl, phone number: +48 519 487 181.

c) Your personal data will be processed on the basis of Article 6(1)(b) GDPR for the purpose of
obtaining information necessary to estimate the subject of the contract, in accordance with the
provisions of the Public Procurement Law, or for the purpose of concluding a contract as a result
of this procurement procedure.

d) Your personal data will be processed on the basis of Article 6(1)(c) GDPR for the purpose of
fulfilling legal obligations, including those necessary for establishing, pursuing, or defending
claims, as well as those arising from archiving obligations under applicable laws.

e) Your personal data will be processed on the basis of Article 6(1)(f) GDPR for purposes arising
from the legitimate interests pursued by the Controller or by a third party, in particular for
analytical, statistical, or promotional activities related to the Controller’s operations.

f) The recipients of your personal data will be persons or entities to whom the documentation of
this procedure is made available on the basis of internal regulations, the provisions of the Public
Procurement Law, the guidelines of national or regional operational programmes, or on the
basis of provisions of concluded co-financing agreements.

g) Your personal data will be stored for a period of 4 years from the date of conclusion of this
procedure or the relevant procurement procedure. If the duration of the contract, or the rules
and guidelines concerning storage and archiving of project documentation, exceed 4 years, the
retention period shall cover the entire duration of the contract or the period indicated in
national or regional operational programme documentation or in the co-financing agreements.

h) The obligation to provide your personal data directly concerning you constitutes a formal
requirement related to participation in the procurement procedure.

i) No decisions concerning your personal data will be made by automated means within the
meaning of Article 22 GDPR.

j) You have the following rights, subject to the limitations set out in GDPR:

e under Article 15 GDPR — the right of access to your personal data;

e under Article 16 GDPR — the right to rectification of your personal data;

e under Article 18 GDPR — the right to request restriction of processing, with the
exceptions specified in Article 18(2) GDPR;

e the right to lodge a complaint with the President of the Personal Data Protection
Office (UODO) if you consider that the processing of your personal data violates
GDPR.

k) You do not have the following rights:
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e under Article 17(3)(b), (d), or (e) GDPR — the right to erasure of personal data;

e under Article 20 GDPR — the right to data portability;

e under Article 21 GDPR — the right to object to the processing of personal data, as
the legal basis for processing is Article 6(1)(b) and (c) GDPR.

2. The Contracting Authority additionally informs that the Provider, when applying for the award
of the contract, is obliged to fulfil the information obligations provided for in Articles 13 or 14
GDPR with respect to any natural persons whose personal data the Provider has obtained
directly or indirectly and will provide to the Contracting Authority, unless at least one of the
exemptions referred to in Article 14(5) GDPR applies, or pursuant to Article 13(4) GDPR, the data
subject already possesses the information referred to above.

XIV.  ATTACHMENTS TO THE REQUEST FOR PROPOSALS
Appendix No. 1 — Offer Form Template
Appendix No. 2 — Synopsis of the PSINAPSE Study
Appendix No. 3 — Information on the Therapeutic Component Outline for the PSINAPSE Study

Prepared by:

Mmu)ﬁwm‘@?«
Piotr Marcinowicz

CEO of KeyClinic LLC
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