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PATIENT INFORMATION SHEET AND CONSENT FORM 

 
 
 
Study Title: A Phase IV, Open-label, Non-randomized, Clinical Trial to Evaluate the Safety of 

self-administered ADASUVE® (Staccato loxapine for inhalation) in Agitated 
Patients outside the hospital setting. 

 
 
Protocol Number: FER-Loxapine-2015-01 

 
Sponsor:  Ferrer Internacional S.A. 
 
EudraCT No:  2015-003331-36 
 
Name of Principal Investigator (Study Doctor): 
 
Address of Research Center: 
 
Telephone: 
 

 
 
We wish to inform you of the possibility of taking part in a research study (clinical trial) because you 
may meet the requirements for participation. The study is arranged, organized and funded by Ferrer 
Internacional S.A, the sponsor of this study. 

 

Before you agree to join in this study, you need to know the risks and benefits, to allow you to make a 
decision with full awareness of the consequences. This is known as giving “informed consent”.  

 
Please read these pages of information carefully or listen carefully if this information is being read to 
you. Ask if anything is unclear, the Study (treating) Doctor or the Study Staff will answer any 
questions you have. You will also take this document home to discuss it with your family, friends 
and/or family doctor and you will be provided with sufficient time to take your decision. 

 
If you decide to take part in this research study you will be given this patient information and a copy of 
the signed and dated written consent form. 
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INTRODUCTION AND PURPOSE OF THIS STUDY 

The company sponsoring this study, Ferrer Internacional S.A, has lead on the commercialization of 
ADASUVE®. ADASUVE® is a device (Staccato® delivery system developed by Alexza) that contains 
the powdered drug loxapine therein. ADASUVE® (loxapine) inhalation powder was approved for the 
acute treatment of agitation associated with schizophrenia or bipolar disorder in adults in the Europe 
Union (the E.U.) and U.S. ADASUVE® will allow that loxapine powder will directly be administration to 
the lungs, resulting in rapid body absorption and distribution within minutes after the drug 
administration.  

 

ADASUVE® is an important new therapeutic option for the management of agitation since it provides:  

1.  rapid onset of anti-agitation effects 

2.  an easily administered dosage form  

3.  a non-invasive treatment option, which is preferred by patients 

 

However, at present there are no available effective anti-agitation treatments that are rapid in onset of 
action, well tolerated, easy to administer, and better accepted by patients and family member (or 
caregivers) outside of a hospital setting. Therefore, the lack of effective self-administered treatment 
options for the management of agitation in patients with schizophrenia or bipolar disorder outside the 
hospital represents a critical need for patients with your disease. 

 

ADASUVE® would stands for the only therapeutic option for the acute self-treatment of agitation 
episodes outside of a hospital setting, that’s means without the supervision of a healthcare 
professional providing a rapid control of mild to moderate agitation episode (within 10 minutes of 
administration) in a non-invasive manner. 

 

Why have I been invited? 

You have been asked to take part in this clinical research study because you have been already 
diagnosed of schizophrenia or bipolar disease, are age ≥18 years and ≤ 65 years old, have been 
positively treated with ADASUVE for an agitation episode, you are free of active respiratory disease 
(asthma, chronic obstructive pulmonary disease or emphysema), you have a family or other caregiver 
support and are able to receive a specific training session for the proper self-administration of 
ADASUVE® outside of a hospital center and another instructions related to the study procedures. 

 

Another requirement is, if you are a women, the evidence of a negative pregnancy test at inclusion, 
except if you are surgically sterile (e.g. 2-sided tubal resection or ovariectomy) or post-menopausal 
(history of no menses for at least 24 months), and the use of an adequate method of contraception 
during the entire duration of the study and for one week following the end of the study.  
 

Currently, there is no cure for your disease and symptoms and the risk of relapse can be managed in 
with appropriate antipsychotic treatment. However, when the disease is not properly managed, 
patients are at greater risk of disease relapse, which can cause the re-emergence or worsening of 
disease symptoms and an agitation crisis. Rapid, effective, and safe treatment to control these 
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agitation crises without causing excessive sedation is important to return to a less aroused and less 
potentially dangerous state, thereby facilitating further assessment of the individual and their treatment 
options. The timespan from the initiation and progressive escalation of the agitation episode to the 
administration of ADASUVE® is crucial for a better efficiency of the drug. An earlier administration of 
ADASUVE® outside of the hospital environment which is the approved drug 
dispensation/administration would result in better outcomes in term of patient management, health 
system costs and patient quality of life. 

 

Definitely, you are being invited to take part in a clinical research study to evaluate the ADASUVE® 
self-administration for the treatment of your disease outside of the hospital center.  

 
The purpose of the study is to know better that the use of the self-administered ADASUVE® outside 
the hospital center is safe enough in patients that have been prior positively treated with ADASUVE® 
and have been well trained on the use of ADASUVE®, mainly evaluating the side effects related to the 
treatment, including respiratory and non-respiratory events. Respiratory events were uncommon in 
patients without respiratory diseases. 
 

The Sponsor and your Study Doctor believe that ADASUVE® is the only treatment for agitated patients 
outside a hospital center that: 1) could be administered without the supervision of the healthcare 
professional, 2) could provide a rapid control of an agitation episode within the 10 minutes of 
administration, 3) and it’s a non-invasive method.  

 

About 500 patients will join in this study at approximately 30-34 sites in Europe. 

 
What will happen to me if I take part? 

You are invited to join voluntarily in a clinical research study to find out if ADASUVE® (Staccato 
loxapine for inhalation) in agitated patients who have been diagnosed with schizophrenia or bipolar 
disease and previously treated with ADASUVE® is safe when self-administered outside of a hospital 
setting without the supervision of a healthcare professional. 

 

If you take part in this clinical study, you should be aware that: 

 
1. This clinical study is being conducted after having been reviewed, and given a favourable opinion, 

by one or more ethics committees (which is an independent body to ensure the rights, safety and 
wellbeing of trial participants) and by the respective state health authorities.   

2. Your participation is voluntary and must remain free from any pressure. It requires the signature of 
a document expressing your consent. Even after having signed this document, you can stop taking 
part at any time, by informing your Study Doctor without having to justify yourself. Your decision 
not to take part or to stop taking part in the study will have no impact on the quality of your care or 
on your relationship with your Study Doctor. 

3. The data collected during the study are confidential and your anonymity is guaranteed during 
publication of the results. 

4. Insurance has been taken out in case you should suffer any damage in connection with your 
participation in this clinical study. 
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5. You will not incur any charges for the visits/consultations, examinations or treatments specific to 
this study. 

6. You may contact your Study Doctor or the Study Staff at any time should you need any additional 
information.  

 
 

STUDY PROCEDURES 
If you decide participate in the study, some tests or procedures will be done to see if you are eligible 
for this study. If the tests show that you meet the study requirements, then you will be able to start the 
study. If the test or procedures results show that you do not meet the study requirements, you will not 
be able to start the study. As part of your participation in this study, you will have tests or procedures 
at each visit as indicated below. 

 
Your participation in this study is unexpected depending on the occurrence of your next agitation 
episode during the 6 months of follow-up from baseline and final visit after the self-administration of 
ADASUVE® outside the hospital setting (with a maximum of 24-72h hours or until discharge if you 
need to be attended in your assigned hospital). You will receive a final follow-up call at approximately 
30 days after the self-administration of ADASUVE®. 
  
 
During the study there will be: 
 
Screening phase: 
Throughout the screening phase (1 time per patient), the study staff will assess your eligibility for study 
entry based on the inclusion and exclusion criteria. Site study staff has screened you for your possible 
participation on the clinical study at the time of presentation in a hospital setting for an on-going 
agitation episode, or retrospectively for a previous agitation episode within the prior 6 months. The 
study staff has reviewed your medical records in detail to determine your eligibility for the study.  
 
Baseline visit 
This visit has been scheduled within 4 weeks after the screening phase. 
 
You (or a legal representative) will be asked to sign and date this consent form before any study 
procedures or tests are done, you will be asked to do this only after all of your questions have been 
answered to your satisfaction.  
 
Once this consent form is signed, your eligibility to take part in this study will be confirmed (including a 
negative result of the urine pregnancy test performed in women of childbearing potential and family 
member or other caregiver support is in place at Study Doctor criteria) 
 
In this visit, you will be provided with: 
 

1. A study kit containing: 
a. One unit of ADASUVE® for treating the next agitation episode. 

 
b. A bronchodilator, a medicine to be used in case of respiratory side effects of 

ADASUVE® administration. 
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c. Instructions for the use of ADASUVE®. 

 
d. The patient diary card to register the improvement of the agitation episode after the 

self-administration of ADASUVE®. 
 

e. Educational Material in one document including patient information card for 
recognition of symptoms of agitation, instruction of the study, information for 
recognition of respiratory symptoms and instruction of use of the medicine to treat 
them. 

 
f. The patient’s kit will also include useful instructions of ADASUVE® storage such as 

to store locked in a cool, dry place away from direct sunlight, to keep it out of reach 
of children, not to use it after the expiry date which is stated on the product label, 
not to discard it in the household waste and to keep it in pouch until time of use.  

 
2. You with the presence of a family member or caregiver will receive a specific training 

session for properly self-administration of ADASUVE® outside the hospital setting and clear 
indications to identify the appearance of an agitation episode, based on the recognition of 
the symptoms experienced in previous agitation episodes. 

 
3. A short training to use the patient’ diary card to register the agitation episode information. 

 
 
Telephone Calls during the 6-month follow-up period: 
More or less, every 3 months, you will receive a 10-minute phone call from the personnel of the study 
to ask you questions about your general health status. If the 6-month period has ended and you did 
not have to use the medication provided at baseline visit, you will be scheduled for hospital visit with 
the aim to return the unused study kit (end of study visit). 
 
Agitation episode: 
If there is an agitation episode during this follow-up period of 6 months, you will self-administer the 
ADASUVE® dose that was provided to you on the baseline visit: 
 

1. If your episode is controlled within the 2 hours of ADASUVE® administration:  you will 
have to complete the patient’s diary with the support of a family member/caregiver. You will 
have to collect the following information:  date of the diary completion, person who completed 
the diary (patient, relatives or caregiver), date/time of the start of current episode of agitation, , 
assess the severity of the episode before  ADASUVE® administration, time/date of 
ADASUVE® administration, improvement at different point-times compared to his/her previous 
condition, possible side effects of drug administration and medications used to treat these side 
effects (e.g., bronchodilator) and another medication used following 24 hours of ADASUVE® 
administration. 
 
You or your family member / care giver must inform your Study Doctor to schedule a 24-72 
hour follow-up hospital visit. You will have a hospital visit to review/complete the data on your 
patient diary. During the visit your Study Doctor will confirm that you are in a good general 
health status and will ask you about your global satisfaction with the self-administration of 
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ADASUVE® outside the hospital setting using a 5-point scale (5=very satisfied, 4=satisfied, 
3=uncertain, 2=dissatisfied and 1=very dissatisfied). 

 
2. If your episode is not controlled: 

If 1 hour after your self-administration of ADASUVE®, there is not improvement of the agitation 
episode, or the agitation has not subsided sufficiently or it has recurred ≥ 2h after your self-
administration of ADASUVE®, you have to go to your assigned Hospital to receive a second 
dose of ADASUVE® or another treatment to control the current agitation episode. 
 
After resolving the agitation episode, there will be a review of medical records until discharge 
for patients who will need to attend the assigned hospital: another medications/second 
ADASUVE® dose received, other treatments administered for agitation, date/time of the current 
episode, time to improvement of current episode, possible side effects and 
medications/interventions used to treat these side effects, and status at discharge. 
 

 
Patient data collection 30 days after ADASUVE® self-administration:  
You will receive a follow-up phone call at approximately 30 days after the self-administration of 
ADASUVE® outside the hospital setting to record general health status of the patient including any 
other side effect related to the study treatment during this period. 

 

POTENTIAL RISKS AND DISCOMFORTS 
Any reasonably foreseeable risks, discomforts, inconveniences related to ADASUVE® in the study will 
be managed by your Study Doctor and/or Staff at the study centre. 

You should report any side effects related to ADASUVE® that you experience during the course of the 
study to your Study Doctor or Study Staff. Any new problems you notice during this study, which may 
affect your condition or your decision to stay in this study, should be discussed with your Study Doctor. 
 

Like all medicines, this medicine can cause side effects, although not everybody gets them. In clinical 
studies in agitated patients, the most commonly reported side effects during treatment with 
ADASUVE® were dysgeusia (bad taste in mouth), sedation/ somnolence and dizziness, while 
bronchospasm was reported as an uncommon. Bronchospasm can be defined as the presence of 
some symptoms such as wheezing, shortness of breathing, persistent coughing and chest tightness. 
In case you experience any of these respiratory symptoms within the first 24 hours after ADASUVE® 

self-administration you will have to use the medicine (bronchodilatador) that the study staff had 
provided you at the baseline visit. 

 
POTENTIAL BENEFITS 
Your agitation crisis outside of a hospital setting will be treated with self-administered ADASUVE® or in 
case of not improvement or worsening after self-administration of ADASUVE® with a second dose (if 
two hours or more after first dose) or other medications at the discretion of the Study Doctor at 
assigned hospital. 
 
There is, however, no guarantee that you will personally benefit from taking part in this study. 
However, your participation in this study will provide relevant information about the self-administration 
of ADASUVE® outside of a hospital setting which may benefit other people diagnosed with 
schizophrenia or bipolar disease in the future in the early control of agitation episodes (within 10 
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minutes of administration) in a non-invasive manner, avoiding, for example the emergency rooms 
visits. 

 
VOLUNTARY PARTICIPATION / WITHDRAWAL FROM THE STUDY 
Your participation in this study is voluntary. If you do not want to be in this study, you do not have to 
enrol. Your refusal to participate will not result in penalties or loss of benefits that you would otherwise 
be entitled to. In addition, if you decide to participate, you may withdraw from the study at any time 
without interfering with your regular medical treatment and without penalty or loss of benefits. It is 
important that you inform your Study Doctor. Please note that all data collected until the time of 
withdrawal will be used for the analyses of the study. 
 
If any information becomes available that may be relevant to your willingness to continue participation 
in the trial, you or your subject's legally acceptable representative will be informed in a timely manner. 
 
Finally, the competent national or international authorities, the ethics committee that initially approved 
the study or the sponsor may end the study because the information gathered shows that the 
treatment is not effective (does not deliver a sufficient level of improvement in the health of the 
participants), the treatment causes more side effects or more serious side effects than anticipated, or 
for any other reason, such as, for example, the decision to stop research of the product.  
 
If at any time during the study either you or your Study Doctor(s) feel that it is in your best interest to 
withdraw from this study, you may do so without any penalty or loss of benefits to which you are 
otherwise entitled at this centre. You will be asked to return to the clinic for a final safety visit. The 
procedures performed for safety data collection will be the same as those scheduled for the follow-up 
visit or at discharge. 
 
HANDLING OF PERSONAL INFORMATION  
Any information (personal and clinical) will be managed, stored and processed securely and in 
accordance with the applicable local/country laws and/or regulations <add country specific 
information>.  

The information you provide and your test results are confidential and will be handled so that no 
unauthorised person can access them. Your information in the study will be given a code number. 
Only the Study Doctor and Study Staff have access to the code number that can identify information 
linked to you and the codes key will never be supplied to the sponsor. Neither your name nor your 
initials will be collected in the study. If you decide to withdraw partially from the study before the study 
ends, the information collected about you until the date you withdraw will be used. If you decide to 
withdraw totally from the study, no information collected will be used.  

The information collected in this study may be used for future medical and scientific research. The 
information may also be transferred to other countries for processing, including countries not covered 
by the Data Protection laws. The results of this study may be published in scientific journals, and 
presented at scientific conferences, meetings and seminars. All presentations will present information 
on a group level and your identity will remain always confidential.  
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ACCESS TO YOUR MEDICAL RECORDS  

Your medical records and the data collected for the study will be looked at by authorised persons 
(monitor(s) and/or auditor(s)) from Ferrer Internacional S.A. (company sponsoring) and/or TFS (the 
company organising the research). They may also be looked at by authorised people from Competent 
Authorities and/or members of the Independent Ethics Committee to check that the study is being 
carried out correctly. This may only occur after the approval of the Study Doctor who is responsible for 
your medical records. All will have a duty of confidentiality to you as a research participant. 

If required, the Study Doctor may contact your personal physician to collect additional medical 
information and your past medical history. 

 

EXPENSES AND PAYMENT FOR PARTICIPATION IN THIS STUDY 

The sponsor has arranged to offer you a reasonable compensation for your travel expenses and diet 
with a maximum of 60Є for the two visits. 

The investigational treatment (study drug) will be paid for by the sponsor. If you decide to take part in 
this study, all the examinations or procedures necessary for the study will be paid for by the sponsor. 

INSURANCE 

It is important that you follow carefully all the instructions given by the Study Doctor and his/her staff 
regarding this study. 

If you become ill or are physically injured as a result of participation in this study, please contact the 
Study Doctor right away [investigator’s name and contact information]; (s)he will treat you or refer you 
for treatment.  
All participants in clinical trials for medicines are insured in accordance with the legal requirements.  

For cases were you suffer health damage or other physical injury as a direct result of your participation 
in the study, an insurance policy has been taken out. The scope of the insurance includes potential 
lesion or harm to the health of the patients as a consequence of the medication or its administration, 
or the procedures practiced in relationship with this study.   

In the event of damage, you can contact the insurance company:  
 
(Name, address, phone number, policy number insurance company) 
 
No other form of compensation is available. 
 
If you think that you were harmed from being in the study, the research team may also share health 
information about you with the sponsor’s insurer to resolve your claim.   
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CONTACT 

If you would like further information or have any questions about this study, your rights as a patient or 
if you have a problem or complaint regard the study, please contact the following persons:  
 

Study Doctor: XXXX Phone number : XXXX 

 Mobile number: XXXX 

 E-mail: XXXX 

  

Study Nurse/ Staff: XXXX Phone number: XXXX 

 Mobile number: XXXX 

 E-mail: XXXX 
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INFORMED CONSENT FORM FOR MAIN CLINICAL STUDY- PATIENT 
 
Study Title:  

A Phase IV, Open-label, Non-randomized, Clinical Trial to Evaluate the Safety of self-
administered ADASUVE® (Staccato loxapine for inhalation) in Agitated Patients outside 
the hospital setting 

 

Participant  

 I declare that I have read this patient information sheet. 

 I declare that I have been informed of the nature of the study, its purpose, its duration, any 
risks and benefits and what is expected from me. I have taken note of the information 
document and the appendices to this document. 

 I have had sufficient time to think about it and discuss it with a person of my choice, such as 
my general practitioner (GP) or other specialist or a member of my family/caregiver. 

 I have had the opportunity to ask any questions that came to mind and have obtained a 
satisfactory response to my questions. 

 I understand that my participation in this study is voluntary and that I am free to end my 
participation in this study at any time, without justification and without this affecting my 
relationship with the therapeutic team in charge of my health.  

 I understand that data about me will be collected throughout my participation in this study and 
that the Study Doctor and the sponsor of the study will guarantee the confidentiality of these 
data.   

 I agree to my personal data being processed as described in the section dealing with 
confidentiality guarantees. I also consent to these data being transferred to and processed in 
countries other than [country]. 

 By signing this consent form, I have not waived any of the legal rights to which I otherwise 
would be entitled. 

 
 

[The participant shall receive a copy of the Patient Information Sheet and the fully signed Informed 
Consent Form with all attachments.] 

Surname, first name, date and signature of the participant 

 
__________________________________________ 
Printed Name of Participant  
(Include middle initial when appropriate) 
 
__________________________________________ _______________________ 
Signature of Participant Date 

(Include middle Initial) (Please date your own signature at time of 
signing)  
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Study doctor 
I, the undersigned, [surname, first name] Study Doctor/clinical study assistant, confirm that I have 
verbally provided the necessary information about the study and have given the participant a copy of 
the information document.  

I confirm that no pressure was applied to persuade the patient to agree to take part in the study and 
that I am willing to answer any additional questions if required. 

I confirm that I operate in accordance with the ethical principles set out in the latest version of the 

“Helsinki Declaration”, the “Good Clinical Practices” and the local law regulations.  

 

_________________________________________ 
Name of Study Doctor 
 
 
__________________________________________ _______________________ 
Signature of Study Doctor Date 

(Please date your own signature at time of 
signing) 
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INFORMED CONSENT FORM FOR MAIN CLINICAL STUDY- LEGAL 
REPRESENTATIVE 

 
Study Title:  

A Phase IV, Open-label, Non-randomized, Clinical Trial to Evaluate the Safety of self-
administered ADASUVE® (Staccato loxapine for inhalation) in Agitated Patients outside 
the hospital setting 

 

Legal representative 

 I declare that I have read this patient information sheet. 

 I declare that I have been informed of the nature of the study, its purpose, its duration, any 
risks and benefits and what is expected for the person I represent. I have taken note of the 
information document and the appendices to this document. 

 I have had sufficient time to think about it and discuss it with a person of my choice, such as 
the general practitioner (GP) of the person I represent or other specialist or a member of 
his/her family/caregiver. 

 I have had the opportunity to ask any questions that came to mind and have obtained a 
satisfactory response to my questions. 

 I understand that the participation of the person I represent in this study is voluntary and that I 
am free to end his/her participation at any time, without justification and without this affecting 
his/her relationship with the therapeutic team in charge of his/her health.  

 I understand that data about the person I represent will be collected throughout his/her 
participation in this study and that the Study Doctor and the sponsor of the study will guarantee 
the confidentiality of these data.   

 I agree to the personal data of the person I represent being processed as described in the 
section dealing with confidentiality guarantees. I also consent to these data being transferred 
to and processed in countries other than [country]. 

 By signing this consent form, I have not waived any of the legal rights to which I and the 
person I represent otherwise would be entitled. 

 

[The legal representative shall receive a copy of the Patient Information Sheet and the fully signed 
Informed Consent Form with all attachments.] 

Surname, first name, date and signature of the legal representative 

 
__________________________________________ 
Printed Name of Legal Representative 
(Include middle initial when appropriate) 
 
__________________________________________ _______________________ 
Signature of Legal Representative Date 

(Include middle Initial) (Please date your own signature at time of signing)  
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Study doctor 
I, the undersigned, [surname, first name] Study Doctor/clinical study assistant, confirm that I have 
verbally provided the necessary information about the study and have given the legal representative a 
copy of the information document.  

I confirm that no pressure was applied to persuade the legal representative to agree to take part in the 
study and that I am willing to answer any additional questions if required. 

I confirm that I operate in accordance with the ethical principles set out in the latest version of the 

“Helsinki Declaration”, the “Good Clinical Practices” and the local law regulations.  

 

_________________________________________ 
Name of Study Doctor 
 
 
__________________________________________ _______________________ 
Signature of Study Doctor Date 

(Please date your own signature at time of 
signing) 

 


