COMMENTARY:
	Italics are used for instruction text

	Normal font is used for template text

	The proposed order and names of the sections can vary and are provided as an example. 


Patient Information Sheet 
	Trial Protocol Number:
	

	Clinical Trial Title:
	

	Sponsor:
	[Name of the sponsor]

	Represented by:
	[Name and address of the local sponsor or СRO]

	Full Name of Principal Investigator:
	


Patient’s Individual Identification Code:

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Number of the Clinical  Trial Approval 
	Date of Clinical Trial Approval (DD.MM.YYYY)
	Serial number of the medical institution specified in the approval
	Patient’s initials
(the first letters of the surname, first name and patronymic name of the patient)
	Patient’s date of birth (DD.MM.YYYY)
	Patient’s unique number
(may consist of digits and (or) letters)



Please, read this information carefully.
You are being invited to take part in a clinical trial of a medicinal product. The participation in this trial is voluntary. Before making a decision to participate, you need to familiarize yourself with the purpose of the trial, the way your data will be used, trial procedures and possible benefits, risks and inconveniences related to your participation in the trial. Do not hurry to make a decision. Read this document carefully. You may want to discuss your participation in the trial with your physician. Ask the study doctor any questions if anything remains unclear or if you want to obtain more information. You can take an unsigned copy of this document home to read it again. Take your time, think it through and, if necessary, discuss it with your family before making a decision. Participation in a clinical trial is not a part of standard medical care.
Information on this trial will be posted on the website [for example, https://clinicaltrials.gov/, https://www.clinicaltrialsregister.eu/ or other]. This information will not contain patients’ personal data. In addition, a list of approved trials conducted in Russia is published in Russian by the Ministry of Health of the Russian Federation on its website at http://grls.rosminzdrav.ru/CIPermitionReg.aspx.
Variant for IND trials: 
This trial is international; it will also be conducted in the USA. Due to this reason, a description of this clinical trial will be available at http://www.ClinicalTrials.gov as required by U.S. law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the study results. You can search the site at any time. All information on this website is in English. In addition, a list of approved trials conducted in Russia is published in Russian by the Ministry of Health of the Russian Federation on its website at http://grls.rosminzdrav.ru/CIPermitionReg.aspx. 
1. GENERAL INFORMATION on THE TRIAL And MEDICINAL products used during the TRIAL conduct
Clinical trials are conducted to find the best method for treating patients.
Specify the purposes of the clinical trial and explain those aspects of the trial that are experimental;

Specify the total number of patients to be included in the trial in accordance with the protocol;

Specify the expected duration of the patient’s participation in the trial.

This trial was approved by the Ministry of Healthcare of the Russian Federation and an independent ethics committee.
The investigational product [name] has not yet been approved for use by [Ministry of Healthcare of the Russian Federation, Food and Drug Administration (FDA), regulatory authorities in the European Economic Area (ЕЕА), Eastern Europe or Asia] (if applicable).
or:

The investigational product [name] has been approved by [Ministry of Healthcare of the Russian Federation, Food and Drug Administration (FDA), regulatory authorities in the European Economic Area (ЕЕА), Eastern Europe or Asia] for treating patients with [disease(s)/condition(s)]. In the Russian Federation, the medicinal product is marketed under the brand name(s) [name]. (if applicable)
We recommend that you inform physicians and other healthcare professionals observing you or from whom you seek or will seek medical attention about your participation in the trial.
2. WhAT TREATMENT OPTIONS ARE AVAILABLE IN the TRIAL? hOW PARTICIPANTS WILL BE DISTRIBUTED BY TREATMENT GROUPS?
Provide data on treatment options available during the trial and explain the probability of random assignment to treatment groups; describe the placebo group (if provided by the trial protocol design).

3. POSSIBILITY TO TAKE OTHER medicinal products DURING participation in the TRIAL (if provided by the protocol)
Describe the possibility to take other medications; depending on the specifics of the protocol, list groups, INNs (International Non-Proprietary Names) or brand names of medications prohibited to be taken during the trial and/or note that it is necessary to discuss this matter with the study doctor.

Example:

While participating in the trial, you may not take certain medications. If you are currently taking any medications, please, discuss it with the study doctor. Where necessary, he/she will recommend you to refrain from taking or to discontinue certain medications. However, you should not discontinue medications that you usually take until your study doctor has told you to do so.
4. What PROCEDURES WILL BE CONDUCTED IF YOU AGREE TO PARTICIPATE IN the trial?
Describe the trial procedures, including invasive ones. If there is a possibility that the procedures will be repeated (for example, additional blood sampling is necessary), it is advisable to mention this.

If during the trial the patient is provided with any additional devices or materials, it should be indicated. Indicate whether such device(s) or materials should be returned upon completion of the patient’s participation in the trial.

It is also recommended to mention that biological samples will or may be exported outside the Russian Federation. It is also advisable to indicate if the biological samples are expected to be returned.
Example:

While participating in the trial, you will be taken samples of [type of sample] that will be sent for testing to the central lab outside the Russian Federation. It should be done to ensure a uniform approach to studying biological samples and to minimize possible errors and deviations in the analysis. A sample taken from you will be labelled with a unique code. The labeling will not contain any information that identifies you, except for the code. It is the sponsor’s responsibility to ensure that samples taken from you are used solely for the purposes of the trial [and the above-mentioned scientific purposes, if applicable].

By agreeing to participate in the trial and signing the informed consent form at the end of this document, you confirm, among other things, that you are informed about the collection and testing of your biological samples. If you do not consent to these conditions, you should refuse to participate in the trial.

5. YOUR RESPONSIBILITIES AS A clinical trial PARTICIPANT
Describe the rules to be observed by the patient, including, for example, to show up at scheduled visits on time, to refrain from taking alcoholic beverages, to keep a diary, to follow a recommended diet, etc.

6. RULES FOR TAKING the INVESTIGATIONAL PRODUCT
Describe the rules for taking the investigational product.
7. ADDITIONAL STUDy (genetic, biomarkers, etc., if applicable)

This trial includes additional study (specify: genetic, biomarkers, etc.) that requires a separate consent from you. The additional study is conducted for the following purposes … (short description).
If a separate information sheet is provided: you will be provided with additional patient information and an informed consent form for additional study.
If no separate information sheet is provided: list the procedures of the additional part of the trial, including invasive ones.

List the procedures of the additional part of the trial, including invasive ones.

Your refusal to participate in additional study (specify: genetic, biomarkers, etc.) will not affect your possibility to take part in the main trial.

8. STORAGE AND USE OF BIOLOGICAL SAMPLES FOR POSSIBLE FUTURE RESEARCH 
If collecting of biological samples for possible future research is envisaged: In addition to participating in this clinical trial, you may be asked to give consent to the storage and use of [your blood, urine, etc.] samples for possible future research. With the advent of new methods, this will make it possible to extract additional information from the samples collected on the effects of medicinal products on human body, on mechanisms of diseases, as well as to search for answers to other relevant medical issues. Your samples will be used exclusively for scientific and medical purposes.
Providing a sample of [blood, urine, etc.] for possible future research is voluntary. 
If a separate information sheet is provided: you will be provided with additional patient information and an informed consent form for the collection and storage of samples [blood, urine, etc.] for possible future research. 
If no separate information sheet is provided, you should indicate everything that is known about the collection and storage of samples for possible future research: restrictions for use [for development of drugs used to treat a specific disease or a group of diseases, for studying specifics of a disease; for development of new diagnostic tools, etc.], if such restrictions are provided, the life time of the samples, if indicated, etc.
Your samples will be stored securely in an anonymized form under the control and at the expense of the sponsor.
It should be specified whether results of possible future research of patients’ samples will be available to them, as well as exactly which results are covered by this option [results obtained in accordance with the study objectives or those obtained accidentally during the research of samples]. Wherever possible, the wording should include the time frames for provision of information [during or after the clinical trial], indication of a person who will provide the information [investigator, physician, external expert, etc.], and specification of recipients of the information [trial participants, caregivers or, where applicable, legal representatives]. If it is known that the patient will not be able to see the results of study of his/her samples, the following wording can be used: Since the connection between you and your samples will not be tracked, you will not know the research results of your biological samples, which may be carried out in the future. Consent to the use of your biological samples in future research will not benefit you directly.
Your refusal to provide biological samples for future research will not affect your participation in this clinical trial and will not entail any restrictions on your rights.
You can also withdraw your consent to the storage and use of your biological samples in future research at any time and without giving reasons; this will not affect your participation in this clinical trial. Withdrawal of your consent means that your samples will no longer be stored by the sponsor and no new data will be acquired therefrom. However, if at the time of withdrawal of consent your samples have already been studied, and the data obtained during such study have been analyzed and summarized, it will not be possible to exclude these data from the results of a future scientific research.
If the sponsor has procedures that allow the patient to manage the data obtained from the research of his/her samples, they should be described.
If collecting information for future research is envisaged , without collecting biosamples, the same template can be used by replacing “a sample of [ your blood, urine, etc. ] ” with “data including medical information that concerns you”, specifying as and when necessary and available, what kind of data is involved and what conditions for their storage and processing are provided. If storage and processing of medical information for future research do not differ from the conditions provided for this clinical trial, it may be sufficient to provide a link to the template section “Access and processing of medical information containing your personal data”.
9. WILL the investigational product BE PROVIDED UPON COMPLETION OF the trial?
In accordance with clause 34 of the WMA Declaration of Helsinki, during the informed consent process, information on the possibility of post-trial access to therapy must be disclosed to patients who still need an intervention identified as beneficial in the trial.
When completing this section, it is required to rely on the international version of the patient information and to take into account the requirements of the Russian legislation restricting access to non-marketed medicinal products for patients, which means that the possibility to fulfil commitments must be checked.

10. FORESEEABLE RISKS AND INCONVENIENCES OF PARTICIPATION in the trial, POSSIBLE ADVERSE REACTIONS
Describe foreseeable risks and inconveniences to the patient and possible adverse reactions.

Important: when completing this section, you must ensure that adverse reactions specified in the ICF correspond to the data from the investigator’s brochure and, for medicinal products marketed in the Russian Federation, to the instruction for use (for example, see http://grls.rosminzdrav.ru/Default.aspx), both for the investigational products and for comparators and/or concomitant therapies.

Important: in the description, special attention should be paid to the following aspects:

· appropriate contraceptive measures (female subjects, male subjects and their sexual partners) during and for an appropriate period of time after the trial;
· the possibility to take part in the trial for women during pregnancy and breast feeding (other than clinical trial protocols for medicinal products intended for such women);
· the possibility of toxic and teratogenic effects of the investigational product on an embryo, fetus, the possibility of excretion of the investigational product into breast milk in breastfeeding mothers;
· the possibility of the investigational product’s impact on the reproductive system of male subjects, on the health of sexual partners of male subjects, on an embryo and fetus, if conception takes place while participating in the trial or during a certain post-trial period;
· the possibility to organize follow-up of the pregnancy and its outcome, if a female subject or a sexual partner of a male subject becomes pregnant, provided that they have given their consent thereto;

· the risks related to blood sampling for testing, to the conduct of additional studies (CT, MRI, etc.). Furthermore, attention must be paid to specification of the volume of collected blood (in the metric system, for example: “…in the volume of 10 ml”);

· the possibility to invite the patient for additional visits (if provided by the protocol);

· the necessity to observe safety precautions, for example, when driving or when consuming certain food products (if there are relevant instructions);

There can be other unknown risks related to the use of [name of the investigational product]. In the course of the trial, the sponsor can obtain new information about the investigational product and treatment. This information can affect your desire to continue your participation in the trial. If such information is obtained, your study doctor will provide it to you as soon as possible.

In case of any reactions to the investigational product or adverse symptoms even if they do not seem to be related to participation in the trial, please, contact your study doctor.
11. WILL YOU BENEFIT FROM PARTICIPATION in the trial?

Describe expected benefits and/or advantages, including, where applicable, benefits from follow-up and diagnostic procedures.

Example:

Participation in the trial may improve your health condition and decrease the symptom severity but may not benefit you directly. It is expected that information obtained in the trial will allow to develop new methods for treating [indicate disease] and to help patients in the future.
12. ARE OTHER TREATMENT METHODS AVAILABLE?

Indicate the availability of alternative treatment method(s) other than those envisaged by the trial, by briefly describing their possible benefits and/or advantages and risks. Recommend to discuss it more thoroughly with the study doctor.

Example:

Instead of participation in the trial, you can use other treatment methods and facilities available in the Russian Federation. Those include, for example, [provide a short list of most common treatment methods and facilities, specifying the names of medicinal products, under which they are marketed in Russia]. Your study doctor will provide you more detailed information on treatment methods and facilities available at the moment, including those being a part of the standard medical care program in the Russian Federation and provided by state (for example, compulsory health insurance) and those you can obtain at your own expense. Your study doctor will also explain the benefits and risks of using other treatment methods and facilities.
13. COMPENSATION FOR POSSIBLE injury RELATED TO PARTICIPATION in the trial
In accordance with the  current legislation of the Russian Federation, the risk to the patient’s life and health associated with the clinical trial conduct is insured by the insurance company [name of the insurance company]. The object of insurance is the patient’s property interest related to causing harm to the patient’s life or health as a result of participation in the clinical trial if there is a causality between the insured occurrence and the patient’s participation in the clinical trial.
If you agree to participate in this clinical trial, you will be provided with a policy of compulsory insurance of life and health of the patient participating in a clinical trial.
No supplementary voluntary insurance and other treatment and (or) compensation options are provided at the expense of organization conducting the clinical trial (the sponsor) in the case of causing harm to your health (if applicable).

If you have a voluntary health insurance policy, you need to review the insurance conditions and restrictions, because participation in a clinical trial can affect the terms and conditions of voluntary health insurance and the right to receive medical care under voluntary health insurance.
Anyway, in accordance with the current legislation of the Russian Federation, you have the right to receive free medical care in accordance with the basic and territorial compulsory health insurance programs.

14. WHO PAYS the COST OF the TRIAL?

The cost of the trial is paid by the sponsor. You do not have to pay for your participation in the trial.

The investigational product, visits to the study doctor and medical examinations necessary for this trial will be free for you. However, the sponsor will not pay for treatment and examinations prescribed by your study doctor or other physician that are not related to your participation in the trial. It means that costs relating to prescribed treatment and examinations not related to your participation in the trial may have to be paid by you, unless they form a part of the standard medical care program in the Russian Federation and are provided by public health service (compulsory health insurance) or your insurance company (voluntary health insurance).
15. PAYMENT OR REIMBURSEMENT FOR PARTICIPATION IN the TRIAL
No payment will be provided for your participation in this trial.

or
You will be paid RUB [amount] for participation in this trial. Payments shall be made in accordance with the following schedule:

[Specify the payment schedule in case of early withdrawal from the trial]

[If applicable — where travel within the city and/or to other cities is necessary] To undergo trial procedures and/or additional examinations, you will need to visit regularly the trial site and/or other treatment and diagnostic facilities. If it is impossible to conduct [insert the name of the trial procedure and/or additional examinations] in your city, you will need to travel to a treatment and diagnostic facility/trial site in another city to undergo these procedures/studies.

Where necessary and as agreed with the study doctor, transport services for relevant trips may be provided to you.
[or]

Relevant travel expenses may be reimbursed to you. The study doctor will discuss details of the travel(s) with you. You must collect receipts confirming travel expenses and submit them to the study doctor.

16. ACCESS TO and PROCESSING OF MEDICAL INFORMATION CONTAINING YOUR PERSONAL DATA
If you agree to participate in this trial, the study doctor will obtain access to medical information containing your personal data. The study doctor or any other health professional appointed by the study doctor and obliged to maintain medical confidentiality in accordance with the laws of the Russian Federation will have the right to process your personal data, including information about your health condition. Upon occurrence of an insured event, the insurance company providing compulsory life and health insurance for patients participating in this trial will also have the right to process your personal data in accordance with the effective laws of the Russian Federation.
The study doctor and other trial staff can provide access to medical information containing your personal data to the sponsor’s representatives, including employees of the contract research organization, employees of regulatory authorities and organizations, auditors, independent ethics committees. Such access will be provided only where it is necessary for audit of activities and documents relating to the trial conducted to confirm compliance of these activities and procedures for collection, analysis and submission of data to the trial protocol with the relevant normative requirements and the sponsor’s approved standard operating procedures and to control trial subjects’ rights. All persons who are granted the right of access to your personal data are obliged to keep these data confidential in accordance with the laws of the Russian Federation. In particular, documents and copies thereof containing your personal data may not be taken out of the medical organization without your written consent, unless personal data were processed in such a manner that the data can no longer be attributed to you without the use of additional information.
Data obtained during the trial, including medical information, sent to the trial sponsor, will be processed by the study doctor in such a manner that the data can no longer be attributed to you without the use of additional information and protected by a unique code assigned to you. The transferred information coded in such way will be kept by the sponsor during a required period, both in paper and electronic form, and may be used in the analysis of trial results, preparation of relevant reports, in scientific publications and for marketing of pharmaceutical products. This information can be provided to other companies in the sponsor’s group of companies, organizations contracted by these companies, regulatory authorities and can be sent to other countries. Your identification information will not be used anywhere and it will be impossible to connect these data to you by proving your identity.
The other transfer to third parties of the data obtained during the trial, including medical information that concerns you, is allowed only if expressly provided by the effective laws of the Russian Federation, or subject to the preliminary processing in such a manner that it can no longer be attributed to you without the use of additional information, or if you have given your written consent to such transfer.
If you decide to discontinue your participation in the trial at any time, the sponsor will have the right to use information that has been obtained by this time.
Your study doctor will keep your medical documents and the list allowing for your identification by your unique code for at least two years after state registration of the medicinal product in the Russian Federation or official discontinuation of development of the investigational product.

You are entitled to request medical information that concerns you and is kept by your study doctor in the trial site. You are also entitled to request correction of all inaccuracies. If you are willing to do so, you need to talk to your study doctor.

By agreeing to participate in the trial and signing the informed consent form, you confirm, among other things, that you are informed about the terms and conditions of information processing and permit direct access to your medical information on such terms. If you do not agree to the above terms and conditions, you should refuse to participate in the trial.
17. WHAT HAPPENS IF YOU CHANGE YOUR MIND?

Your participation in this trial is voluntary. You do not have to agree to participate in this clinical trial. If you agree to participate in the trial now, you may change your decision later. You can discontinue your participation in the trial at any time. Your decision will not affect provision of medical care under government programs.
18. CAN YOU BE withdrawn FROM the TRIAL?

Your study doctor may withdraw you from the trial with or without your consent. The sponsor may instruct your study doctor to withdraw you from the trial with or without your consent. Such decisions can be made if:

· continuation of your participation in this trial does not comply with your interests for medical purposes;

· you do not follow instructions of your study doctor;

· the trial is terminated prematurely.

19. WHAT HAPPENS upon completion of the trial or in case of early withdrawal from the trial?

If you discontinue your participation in the trial, you will be asked to visit your study doctor once again to undergo final examinations.

Should any adverse events occur after the last dose of the investigational product, please, inform your study doctor. Your study doctor will be able to add these data to information collected during your participation in the trial.

Your study doctor will contact you in [number of days] days after you have taken the last dose of the investigational product to find out about any adverse reactions. These data will be added to information collected during your participation in the trial. (if applicable)

Describe the possibility and conditions of use of obtained data and biological samples in case of premature discontinuation of the patient’s participation in the trial.
Example:

If you decide to discontinue your participation in the trial prematurely, your sample [type of sample] will be destroyed and will no longer be used in research.
If you decide to discontinue your participation in the trial prematurely, you agree not to restrict the use of collected data.

[Delete the following sentence for trials studying the survival status] The sponsor will not add any new data to information collected during your participation in the trial.

[For trials studying the survival status, include the following sentence] The sponsor will continue to collect information about you as provided below.
20. MAY WE CONTACT YOUR OTHER PHYSICIANS, FAMILY OR CLOSE FRIENDS?

[Especially important for trials studying the survival status]
We would like to obtain your consent to informing your regular doctors about your participation in the trial. For all your doctors, it is very important to know that you are taking the investigational product. During the trial, the study doctor will be asking you about the symptoms you may have. If you have any symptoms after completion of the trial, your doctors may want to contact the trial staff.

Before prescribing you any new medications, all your doctors must know about all medications you are already taking.

Upon completion of your participation in the trial (or if you discontinue your participation in the trial prematurely), your study doctor may contact you again to ask how you feel. Please, provide your study doctor with a phone number of any of your family members or close friends, so that the study doctor could find out how you feel if he/she fails to reach you. By signing this document, you also agree that information so obtained can be added to your medical records.

21. CONTACT information
If you have any questions about the trial, please, contact your study doctor:

	

	by calling:
	


If you have any questions regarding your rights as a participant of a clinical trial, please, call our hotline for participants of clinical trials for studying medicines at: 8 (916) 990 03 85. Operation hours: Monday through Friday 9:00 am to 6:00 pm (Moscow time).

Independent Ethics Committee:

	Name:
	

	

	Address:
	

	

	Telephone:
	


Ethics Council at the Ministry of Healthcare of the Russian Federation:
Address: Rakhmanovsky pereulok, 3, Moscow, 127994

Telephone: 8 (495) 625 44 21
Informed Consent Form for Participation in the Clinical Trial
If you still have any questions, please, ask your study doctor or the trial staff before signing this document.

· I have read this information.

· Information is provided in Russian. I can read and understand this language.

· Explanations of the trial have been provided to me.

· My questions about the trial, possible risks, adverse reactions and administration of the investigational product have been answered to my satisfaction.
· I understand that I have the right to discontinue my participation in the trial at any time.

· Based on information obtained, I consent voluntarily to participate in this trial.
· I understand that by signing this form, I agree to participate in the trial under the conditions set forth in the patient information sheet provided to me.

· I have been informed that in accordance with the Law on Circulation of Medicines, it is prohibited to conduct clinical trials with the participation of law enforcement employees. I hereby confirm that I am not a law enforcement employee.
I have received a signed and dated copy of this Patient Information Sheet.

I have been informed that this trial includes an additional part for the purpose of [insert purpose]. I consent to participate in this additional part of the trial. (You can participate in the main part of the trial even if you do not consent to participate in the additional part of the trial.)

(  Yes                            (  No
(Please, check “Yes” or “No”)
I agree that during this trial samples [of blood, urine, etc.] will be taken from me for subsequent storage and use for the purpose of their research in the future. (You can participate in this clinical trial even if you do not consent to the use of your samples for future research.)
(  Yes                            (  No
(Please, check “Yes” or “No”)
I consent to provision of information about my health constituting a medical secrecy by my attending physician and/or medical organization where I am receiving (received) medical treatment at the request of the physician-investigator and/or medical organization where this clinical trial is (was) conducted (in accordance with part 5 of article 22 of Federal Law No. 323-FZ of 21 November 2011 Public Health Protection in the Russian Federation, as amended on 02 July 2021).
(  Yes                            (  No
(Please, check “Yes” or “No”)
	

	Patient’s full name (printed)

	
	
	

	Patient’s signature
	
	Date (for example, April 1, 2014)


For participation in the trial of a subject who has been declared legally incapable in accordance with the established procedure, the signature of a legal representative is required.

	

	Legal representative’s full name (printed)

	
	
	

	Legal representative’s signature
	
	Date (for example, April 1, 2014)


A statement by an impartial witness (required where the patient or his/her legal representative cannot read or write; an impartial witness shall be present throughout the explanatory conversation between the patient and the person obtaining the consent, including discussion of information about the trial and conditions of participation therein):
I hereby confirm that the information provided in this document has been thoroughly explained to the patient and/or the patient’s legal representative. The patient and/or the patient’s legal representative has/have had the opportunity to ask questions and to receive answers to them. The consent to participate in the trial has been voluntarily given by the patient and/or the patient’s legal representative.

	

	Impartial witness’s full name (printed)

	
	
	

	Impartial witness’s signature
	
	Date (for example, April 1, 2014)

	

	Full name (printed) of the clinical investigator obtaining the consent

	
	
	

	Signature of the clinical investigator obtaining the consent
	
	Date (for example, April 1, 2014)


Patient Information Sheet, in Russian, version No. [number] dated [date]
Based on English version No. [number] dated [date] (if applicable)
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