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SUBJECT INFORMATION SHEET AND INFORMED 
CONSENT FORM 

Sponsor: Gan & Lee Pharmaceuticals, USA 

Protocol No: GL-GLAT2-3002 

Protocol Title:  AN OPEN-LABEL, RANDOMIZED, MULTICENTER, PHASE III STUDY TO 
COMPARE THE IMMUNOGENICITY, EFFICACY, AND SAFETY OF GAN & 
LEE PHARMACEUTICALS INSULIN GLARGINE INJECTION TO LANTUS® 
(INSULIN GLARGINE INJECTION) IN ADULT SUBJECTS WITH TYPE 2 
DIABETES MELLITUS  

Investigator:  

Address:  

  

  

Phone:  

 

You are being invited to participate in a research study. It is up to you to decide if you wish to participate. 
Before you decide if you want to take part in this study it is important for you to understand why the 
research is being done, how your information will be used, what the study will involve, and the possible 
benefits, risks and discomforts. Please take time to read the following information carefully and discuss it 
with your doctor.  

This study is sponsored by Gan & Lee Pharmaceuticals, USA (the “Sponsor”). 

Why is this study being done? 
The purpose of this study is to investigate immunogenicity (capacity to cause reaction of the immune 
system), safety, and effectiveness of the Sponsor’s Insulin Glargine in comparison with Lantus® insulin 
glargine for treatment of patients with Type 2 Diabetes Mellitus. This is an equivalence research study, 
meaning that the study will investigate whether the Sponsor’s Insulin Glargine is biosimilar to Lantus®, for 
treatment in patients with Type 2 Diabetes Mellitus.  A biosimilar medicine is a biological (living) medicine 
that is similar to an already approved biological medicine. Insulin glargine is a biosynthetic insulin analog 
with a longer duration of action than human insulin.  The Sponsor’s Insulin Glargine is a proposed 
biosimilar to the reference medicine Lantus® insulin glargine.  The Sponsor’s Insulin Glargine is an 
investigational drug, meaning that it has not been approved by the regulatory authorities in (insert 
country). 

 

Approximately 550 subjects will participate in this research study. 

Do I have to take part? 
Your participation in this research study is entirely voluntary. If you decide not to participate in the 
clinical study, your decision will not affect the medical treatment and care you are entitled to receive. 
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After reading this Informed Consent Form (“ICF”), if you do decide to take part, you will be asked to 
indicate your consent to participate in this study by signing this ICF. If you do not sign this form, you will 
not be allowed to participate. 
 
If you decide to take part you are still free to withdraw from study assessments and/or study treatment at 
any time, however you may need to come back for an end of study visit. This option is described in more 
detail in a later section of this document. 

Who can be in the study? 
Subjects in this study must be between the ages of 18 and 75 years with a confirmed diagnosis of Type 2 
Diabetes Mellitus.  

How long will I be in the study? 
Your participation in this study will last 26 weeks with a follow up phone call 4 weeks after completion.  

What will happen to me if I take part?  
In this study, you will be put into a group to receive either the Sponsor’s Insulin Glargine orLantus®. The 
chances of you receiving the investigational drug is 50/50 (like flipping a coin). 

To participate in this study, there are several examinations, tests, and/or procedures as described below, 
that will be performed at different times before, during, and after your treatment with the Sponsor’s Insulin 
Glargine or Lantus® and you will be asked to visit your Study Doctor’s office at various times during the 
study. 

 

Visit 1: Screening Visit  
During this visit, you will undergo a series of screening tests to determine if you are eligible to participate 
in the study. The Screening Visit can occur up to 2 weeks before receiving the first dose of study medication. 
The following screening examinations, tests, or procedures will be performed after you have given consent 
to participate in this study: 

• You will be required not to eat/drink? anything overnight prior to coming for this visit 
• You will be asked about your general health and any new side effects, new symptoms or change 

in existing symptom(s) or complaints you experience  
• You will be asked about any previous medical conditions/diseases that you may have 

had(including diabetes mellitus and thyroid disease history), the medicines (including insulin) that 
you are taking or have taken and this information will be recorded 

• A complete physical examination will be done which will include vital signs, height, body weight 
and body mass index (BMI) will be measured.  

• A 12-lead electrocardiogram (ECG), which records the electrical activity of your heart, will be 
performed 

• Blood samples will be taken to check your blood counts (numbers of different types of cells in 
your blood), chemistries (elements and minerals in your body, including thyroid-stimulating 
hormone [TSH] and free thyroxine [T4]), your fasting glucose (the amount of sugar in your blood 
after fasting period), and to check how your immune system reacts to insulin 

• Urine samples will be collected for urinalysis 
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• If you are a woman who is able to become pregnant, you will have a urine pregnancy test 
• You will be given a capillary blood glucometer (to test your blood sugar), test strips, and other 

supplies. The study staff will provide instructions on how to use the glucometer. 

• You will have a CGM sensor (continuous glucose monitoring device) attached to your arm that 
you will have to wear for 8 days. During this period, it will record the amount of glucose in your 
tissue every 15 minutes throughout the day. You are not required to do anything for this to 
happen, you just need to wear the sensor. Applying the sensor may cause bruising or bleeding. If 
there is bleeding that does not stop, remove the sensor, and apply a new one at a different site.  
After wearing the sensor for 8 days, you can collect it from your arm and place it in the provided 
biohazard bag and bring it with you at your next site visit.  If the 8 days coincides with your next 
site visit (randomization visit), then you can simply leave it on your arm and it will be removed by 
study staff at your randomization visit. If the sensor falls off at any time during the 8-day period, 
you should place it in the biohazard bag and bring it back at the next site visit  

• If you need to measure your glucose using a finger prick test at any time you can do this as well, 
as information recorded by the sensor on your arm will not be available to you.  

• During this period, you will also be asked to complete a Mealtime & Insulin Dose Record for 8 
days to record your meal times and the amount and times of day you take medicines for your 
diabetes. 

• You will also be given a Hypoglycemic Events Record in which you will be asked to record 
information about any hypoglycemic (low blood sugar) events, such as headache, dizziness, 
palpitations, nervousness, confusion, weakness, sweating, etc., that you experience while you 
are participating in the study. If the screening procedures and results indicate that you are eligible 
to participate in the study, your Study Doctor will schedule the next visit which is Randomization 
Visit. 

• Prior to your next visit, and if you are already taking a basal insulin, your study doctor will adjust 
the dose to ensure that you are receiving the optimal dose for you, and you will also have any 
appropriate adjustments in your Oral Antidiabetes Medication (OAM) if needed. If you are not 
currently on basal insulin therapy, you will have your OAM dose optimized in preparation for 
starting basal insulin therapy. 

Visit 2: Randomization (Day 1) 
During this visit, you will be randomly assigned to one of the two study groups. You will have a 50/50 
chance to receive either the Sponsor’s Insulin Glargine or the reference drug Lantus®. 
The following information will be collected or procedures performed:  

• You will be required not to eat/drink? anything overnight prior to coming for this visit 
• You will be asked about your general health and any new side effects, new symptoms or change 

in existing symptom(s) or complaints you experience 
• You will be asked about any medicines you are taking, and how long you have been taking them 
• Your insulin and OAM use and glucose results since the previous visit will be recorded and the 

Hypoglycemic Events Record will be reviewed 
• The CGM sensor attached to your arm will be collected (either you will provide it in a biohazard 

bag, or if the end of the 8-day period coincides with the date of the randomization visit, the study 
staff will collect it during the visit) 

• The 8-day Mealtime & Insulin Dose Record will be collected and reviewed 
• Additional glucose testing supplies will be issued if needed 
• Vital signs, body weight and body mass index (BMI) will be collected 
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• Blood samples will be taken to check your fasting glucose 
• Urine samples will be collected for urinalysis 
• If you are a woman who is able to become pregnant, you will have a urine pregnancy test 
• You will be given the study medication 
• You will be instructed and trained on all study procedures, and proper dose administration and 

you will be asked to bring all used pen devices to each clinic visit 
• If you are not currently on basal insulin therapy, you will enter a 4-week dose-optimization period 

during which the basal insulin dose will be adjusted and your OAM dosage will also be adjusted 
as needed as a result of insulin dose optimization. 

 

Visit 3 and 4: Weeks 2 and 4 (+/- 3 days) 
The following information will be collected or procedures performed:  

• You will be required not to eat/drink? anything overnight prior to coming for this visit 

• You will be asked about your general health and any new side effects, new symptoms or change 
in existing symptom(s) or complaints you experience 

• You will be asked about any medicines you are taking, and how long you have been taking them 
• Your insulin and OAM (Oral anti-diabetes medication) use and glucose results will be collected 

and the Hypoglycemic Events Record will be reviewed 
• Vital signs, body weight and body mass index (BMI) will be collected 
• Blood samples will be taken to check your fasting glucose 
• Urine samples will be collected for urinalysis 
• If you are a woman who is able to become pregnant, you will have a urine pregnancy test 
• If needed, you will receive additional study medication and other supplies 
• Any used insulin kits will be collected from you to check how much insulin you have used since 

your last clinic visit 

Telephone Contacts: Weeks 6, 10, 14, 18, and 22 (+/- 3 days) 
At these weeks, your Study Doctor will call you and will collect information about: 

• Any medications you are taking, and how long you have been taking them 
• Your general health and any new side effects, new symptoms or change in existing symptom(s) 

or complaints you experience. 
• The study medication, bolus insulin and OAM use 
• The glucose levels that you have recorded 
• You will be asked about any hypoglycemic events you may have experienced and ensure that 

they have been recorded in the Hypoglycemic Events Record 

Visit 5: Week 8 (+/- 3 days) 
In addition to the assessments performed during Visits 3 and 4, the following information will be collected 
or procedures performed:  

• Blood samples will be taken to check the average glucose level (the amount of sugar) in your 
blood 
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Weeks 11 and 25 (+/- 3 days) 
You will attend a brief visit to have the CGM sensor attached to your arm as during the Screening Visit. 
This visit should take place between 8 and 10 days before the scheduled visits at Weeks 12 and 26 
respectively.  You will also be given a new 8-dayMealtime and Insulin Dose Record to record your meal 
times and the amount and times you take the medicines for your diabetes.  

Visit 6: Week 12 (+/- 3 days) 
In addition to the assessments performed during Visits 3 and 4, the following information will be collected 
or procedures performed:  

• Blood samples will be taken not only to check your fasting glucose but also to check your blood 
counts, chemistries and to check how your immune system reacts to insulin 

• Your Study Doctor will collect the CGM sensor device 
• If needed, you will receive additional study medication and other supplies 
 
• The Mealtime & Insulin Dose Record will be collected and reviewed 

 
If you terminate the study early prior to Visit 6 (Week 12 +/- 1 week), you will be encouraged to attend this 
visit as well as your actual Visit 9 (Week 26) to have blood draws to check how your immune system 
reacts to insulin as well as average glucose level (the amount of sugar) in your blood  

 

Visit 7: Week 16 (+/- 3 days) 
In addition to the assessments performed during Visits 3 and 4, the following information will be collected 
or procedures performed:  

• Blood samples will be taken not only to check your fasting glucose level but also to check the 
average glucose level (the amount of sugar) in your blood 

Visit 8: Week 20 (+/- 3 days)  
The assessments will be the same as those performed during Visits 3 and 4. 

Visit 9: Week 26 (+/- 3 days) 
This visit is the end-of-study visit for subjects completing the study and the early withdrawal visit for any 
subject who withdraws from the study before Week 26.  
In addition to the assessments performed during Visits 3 and 4, the following information will be collected 
or procedures performed:  

• You will have a physical examination 
• Blood samples will be taken to check your blood counts, chemistries, the average glucose level in 

your blood, and to check how your immune system reacts to insulin 
• A 12-lead electrocardiogram (ECG), which records the electrical activity of your heart, will be 

performed 
• Your Study Doctor will collect the CGM sensor device 
• The Mealtime & Insulin Dose Record will be collected and reviewed 
• All remaining IP kits will be collected for accountability 
• Any other applicable end-of-study procedures will be carried out 

 
If you terminate the study early you will be encouraged to attend your actual Visit 9 (Week 26 +/- 4 
weeks) to have blood draws to check how your immune system reacts to insulin as well as average 
glucose level (the amount of sugar) in your blood 
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Follow Up Visit – Telephone Contact (Week 30) 
• Your study doctor will call you to enquire about any side effects, new symptoms or change in 

existing symptom(s) or complaints you experience. 

What do I have to do? 
As a participant in this study, you have certain responsibilities to help ensure your safety. You must be 
willing to: 

• Provide accurate and complete information about your medical history and your present 
condition. 

• Come for all scheduled visits as requested by the Study Doctor or staff. 
• Take the study medication as instructed by your Study Doctor. 
• Tell your Study Doctor about any new side effect, injury, new symptom(s) or change in existing 

symptom(s) or complaint you experience. 
• Tell your Study doctor if you experience any symptoms of hypoglycemia (low blood sugar) or if 

you are recording glucose levels which are above the target range. Your study doctor will 
review the symptoms of hypoglycemia and target glucose levels. 

• Report if you (or your partner, if you are a man) become pregnant. 
• Complete all the Mealtime and Insulin Dose Record and Hypoglycemic Events Record cards that 

are given to you. 
• Inform the Study Doctor or staff if you decide you no longer wish to participate in the study.  You 

will be required to complete a close out visit. 

What if new information becomes available? 
During the research study, you will be notified of newly discovered significant findings that may affect your 
willingness to participate in this study. In this case, you may be asked to sign a new consent form that 
shows that you have been informed of new information relating to this research study and you still agree 
to continued participation. 

What are the potential benefits to taking part in the study 
There is no guarantee that you will benefit from study participation. The study treatment may result in 
lowering your fasting glucose concentration or you may or may not have no improvement at all. It is 
possible that your diabetes may worsen during the study. The information we get from this study may 
help improve the treatment of people with Type 2 Diabetes Mellitus.  

What are the possible side effects, risks and discomforts of taking 
part? 
While on the study, you are at risk of side effects. You should discuss any side effects that you have with 
the Study Doctor. The Study Doctor may suggest treatment to help make side effects less serious and 
uncomfortable. Ask the Study Doctor what treatments you may receive for side effects (and any risks 
these medications may have). 

Many side effects are mild or moderate and go away shortly after the study medication is stopped, but in 
some cases, side effects can be serious, long-lasting or permanent, and in rare cases, fatal (causing 
death). 
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You may experience none, some or all of the side effects listed below. There may be risks involved in 
taking these drugs that have not been identified (unknown risks). 

Many studies have been conducted using the Sponsor’s Insulin Glargine, and given the similarity of the 
clinical safety profiles between both study medications, the side effects from the Sponsor’s Insulin 
Glargine are not expected to be different from the ones of Lantus®. 

The most common side effect is hypoglycemia (low blood sugar), which may be serious and life 
threatening. It may cause harm to your heart or brain. Symptoms of serious low blood sugar may include 
shaking, sweating, fast heartbeat, and blurred vision, but you may discuss the entire list of symptoms of 
hypoglycemia with your Study Doctor. Low blood sugar may not cause any symptoms at all, this is why it 
is essential to monitor your blood glucose. 

Lantus® may cause serious side effects that can lead to death, such as severe allergic reactions. Get 
medical help immediately if you have: 

• A rash over your whole body 
• Trouble breathing 
• A fast heartbeat 
• Sweating 
• Swelling of your face, tongue, or throat 
• Shortness of breath 
• Extreme drowsiness, dizziness, or confusion 

 
Other possible serious side effects may include: 

• Low Potassium Levels (Hypokalemia) 
• Certain medicines such as Thiazolidinediones (TZDs, eg. Avandia) when used in combination 

with insulin can cause fluid retention, which can lead to or worsen heart failure 
• High Blood Sugar (Hyperglycemia) 
• Prolonged use of subcutaneous insulin (injected under your skin) may lead to needing a longer 

time to recover from hypoglycemia (low blood sugar) 

Other possible side effects may include swelling, weight gain, injection site reactions, including 
changes in fat tissue at the injection site, and allergic reactions. 

Potential Risks and Discomforts  
There are potential risks and discomforts with some of the study tests you will need to take; these are 
listed in the following section. Your Study Doctor will talk to you about these risks and answer any 
questions you may have. 

Blood Samples 
Your Study Doctor or study staff will take your blood by sticking a needle into a vein in your arm. You will 
give between approximately X to X tablespoons (2 to 7 mL) of blood during each study visit. There may 
be side effects of having blood drawn such as: 

• Fainting (temporary loss of conscious) 
• Dizziness 
• Pain 
• Bruising  
• Bleeding 
• Infection 

Electrocardiogram (ECG) 
The ECG test is harmless. The sticky pads used may sometimes cause some discomfort such as redness 
or itching. If the skin under the patches needs to be shaved, irritation from shaving also could occur. 
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CGM Sensor (Continuous Glucose Monitoring Device) 
You may experience mild pain as the device is fitted, just like the finger prick when you test your blood 
yourself to monitor the glucose in your blood. 

Gan & Lee Insulin pen and Lantus® Solostar®: 
You may experience mild pain when injecting insulin. 

Effects on ability to drive and use machines 
Your ability to concentrate and react may be impaired as a result of too low (hypoglycemia) or too high 
(hyperglycemia) glucose level in your blood for example, or as a result of your vision becoming blurry. 
This may constitute a risk in situations where these abilities are of special importance like driving a car or 
using machines.  You should take precautions to avoid hypoglycemia while driving.  

Pregnancy and Birth Control (Female Participants) 
Although a large amount of data on pregnant women (more than 1000 pregnancy outcomes) indicate no 
specific adverse effects of insulin glargine on pregnancy and no specific malformation or toxicity on 
unborn babies, you cannot be in this study if you are:  

• Pregnant 
• Planning to become pregnant during the study 
• Nursing a child 

If you become pregnant during the study, you should report immediately to your Study Doctor, who will 
guide you to discontinue the study medication and begin a non-study insulin regimen.  

Male Reproduction and Birth Control 
Although there is no evidence of specific adverse effects of insulin glargine on male reproduction, if the 
female partner of a male subject becomes pregnant, the subject may continue in the study but the 
pregnancy should be reported to the Study Doctor. Any congenital anomaly or birth defect in the newborn 
baby of the subject will be reported as a serious adverse event. 

What are the costs of taking part in this study?  
There are no anticipated costs for you to participate in the study. The study medication will be provided to 
you free of charge. You will not be charged for any procedure performed for the purpose of this study. 
You will not be paid for your participation in the study, but you will be reimbursed for any reasonable 
travel expenses incurred such as travel to and from the study site for your visits and/or parking at the 
hospital. 

What other alternative treatments are available? 
If you do not wish to participate in this study, you will continue to be treated by your normal doctor and 
your care will not be affected in any way. If you do not wish to participate, your doctor will help you decide 
if another drug may be appropriate. Other insulin treatments are available including long lasting ones and 
their combination in one pen. There are benefits and risks associated with these medications, which your 
doctor will discuss with you. 

Will my medical information be kept private? 
In the context of the clinical trial, the Sponsor will be responsible for all the personal data collected during 
the study from each participant.  
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The personal data collected will be relevant to the study. Along with medical data, other information may 
include your sex, age, or date of birth, race, ethnicity (according to FDA guidance), body weight and 
height. The personal data will be documented in coded form (without using your name but only your 
allocated patient number). The data will be made available to the Sponsor of the study for the purposes of 
scientific evaluation. 

In order to verify that the study is being conducted correctly and for safety and efficacy purposes, the 
contract research organization representing the Sponsor, the Ethics Committee and where required, the 
regulatory authorities will be allowed to inspect your personal records held by the Study Doctor. In 
exceptional circumstances and in accordance with the legal stipulations, the regulatory authorities may 
also require that personal data be made accessible. Other independent bodies may also have direct 
access such as a central laboratory for sample analysis and study auditors. The Sponsor will use and 
disclose study data (but not identify individuals) in the preparation and submission of marketing 
applications.   

Those authorized representatives to whom personal data are disclosed are obliged to observe their duty 
to you and the rules of professional medical confidentiality. They are permitted to pass on the personal 
data of participants in coded form only and are not allowed to prepare photocopies or written copies of 
your medical records.   

The personal data will be securely transferred to the USA by Sponsor’s representative for central data 
management and will be stored in databases for the duration of the study and for the time required by 
Clinical Trials Law.  

You may refuse to sign the consent relating to the collection and processing of personal information.  
However, this will prevent you from participating in the study. If you withdraw your consent to participate 
or for processing personal information after commencing the study, the data collected cannot be deleted 
due to the legal requirement to store all study data for a period of at least 15 years and because it is 
necessary to preserve the integrity of the research being conducted. [If the results of the study are 
published, the absolute confidentiality of the personal data of the patients’ remains guaranteed. 

Your general practitioner may be informed about your participation in this study. 

All reasonable measures to protect the confidentiality of your study records and your identity will be taken 
to the extent permitted by the applicable laws and/or regulations, and will not be made publicly available.  
HIPAA Regulations or applicable state law requires that you authorize the release of any health 
information that may reveal your identity. The persons and entities that you are authorizing to use or 
disclose your individually identifiable health information may include the Study Doctor, the study staff, the 
Institution, the Sponsor and (list all applicable parties). In order to analyze the data collected during this 
research study, all of the health information generated or collected about you during the study may be 
inspected by the study Sponsor or the authorized agents of the Sponsor, the FDA, the Department of 
Health and Human Services (DHHS) other government regulatory agencies from other countries, the 
study center ethics committee, (insert name of board) as well by representatives of  the Sponsor, its 
affiliates or their designee (list other parties as appropriate, e.g., CRO, lab, vendor).]  

The results of this study may be presented at meetings or in publications; however, your identity will not 
be disclosed in these presentations. By signing this informed consent form, you are authorizing such 
access to your medical records. This authorization will not have an expiration date. 

You have a right of access to information about you and a right to correct information which is not correct, 
but you cannot be given information about which study medication you are receiving and/or results from 
study procedures while the study is being conducted.   

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. 
Law. This Website will not include information that can identify you. At most, the Website will include a 

http://www.clinicaltrials.gov/
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summary of the results. You can search this website at any time. Information on this study will also be 
posted in a similar format on the European Website at www.clinicaltrialsregister.eu.  

What will happen to my biological samples? 
Your samples will be shipped to, temporarily stored and analyzed by Eurofins Global Central Laboratory, 
2430 New Holland Pike, Suite D100, Lancaster, PA 17601, USA. Samples will be sent to WuXi 
AppTec/XenoBiotic Laboratories Inc., (107 Morgan Lane, Plainsboro, NJ  08536, USA) for additional 
analysis to test how your immune system reacts to insulin and then to BioRepository Resources Inc. (755 
Central Ave., Unit 3, New Providence, NJ  07974 USA) for long term storage.  All testing samples will be 
destroyed at the end of the testing process, which is estimated to take approximately five years after the 
study. Afterwards, the samples are discarded, your privacy is kept as only your study patient number will 
be written by the study personnel on the sample label beside the barcode number. 

Can I stop being in the study? 
At any time after joining the study and for any reason, you can withdraw from the study without any 
penalty or loss of benefits to which you are otherwise entitled. Your decision to leave the study will have 
no effect on your future care or treatment by physicians or by this institution. If you leave the study early, 
you will be asked to undergo a final evaluation visit. If you wish to withdraw from the study, you should 
contact: 

 (Insert name of Study Doctor) or study personnel at (insert phone no).  

You may also revoke the authorization to use or disclose personal information about your health.  If you 
choose to withdraw your authorization, you must notify the Study Doctor in writing.  The Study Doctor’s 
mailing address is: 

 (Insert Principal Investigator’s name and mailing address) 

The Study Doctor will still be able to use the information collected about you prior to your withdrawal from 
the study.  Information that has already been collected by the Study Doctor prior to your withdrawal 
cannot be deleted or removed from the databases. 

Your participation in this study may be discontinued without your consent by the investigator or the 
sponsoring company if you fail to follow the investigator’s instructions, such as repeatedly failing to return 
for protocol-required visits or repeatedly failing to follow dosing instructions, you are unable to comply 
with procedures required by the study, if you no longer meet the eligibility criteria for continuing in the 
study, or if the site withdraws from the study. You may also be withdrawn from the study if, in the 
investigator’s opinion, the study medication is ineffective, harmful, or has medically unacceptable side 
effects, or for other reasons at the discretion of the Sponsor or investigator. If you are withdrawn from the 
study, you will be asked to have the appropriate medical tests and follow-up to evaluate your health and 
safety. 

What happens if I have an injury resulting from this study? 
Before participating you should consider if this will affect any insurance you have and seek advice if 
necessary. 

If you suffer from an illness or injury that is determined to be directly related to the administration of study 
medication or the properly-performed study procedures, the Sponsor will pay all reasonable and 
necessary medical expenses to treat such illness or injury provided that you have followed the directions 
of the Study Doctor, and that you have not otherwise been reimbursed by your personal insurance, a 
government program, or other third party coverage for such medical expenses. No other compensation 

http://www.clinicaltrialsregister.eu/
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will be offered by the Sponsor or the Institution. Financial compensation for such things as lost wages, 
disability, or discomfort due to any research-related injury has not been made available. By signing this 
form, you are not waiving any legal right to seek additional compensation through the courts. 

Who can I contact if I have questions about the study? 
If you have any questions concerning your participation in this study, or if you feel you have experienced 
a research-related injury or a reaction to the study medication, you should contact: 

Dr. (insert Principal Investigator’s Name), at (insert phone number) 

If you feel that there has been a breach of your confidential information, you should contact the principal 
investigator for this study: 

Dr. (insert Principal Investigator’s Name), at (insert phone number) 

This research project has been reviewed by the (insert name of board or institutional review board (IRB)/ 
independent ethic committee (IEC)). This committee or board is a group of individuals from the 
community responsible for the review and approval of research proposed to be conducted. If you have 
questions about your rights as a research subject, you may contact: 

 The (person to contact), at (insert phone number). 



S u bj e ct C o n s e nt F or m  

G N L T 2 D M G - T 2D M G L  

V er si o n D at e: 0 5- D e c- 2 0 1 8  

G L -G L A T 2- 3 0 0 2 – C or e  m a st er I C F – E n gli s h – Fi n al V er si o n 3 . 0 – 0 5- D e c- 2 0 1 8  P a g e 1 2  of 1 3  

S u bj e ct  C o n s e nt F or m  

S p o n s o r:  G a n & L e e P h ar m a c e uti c al s, U S A  

Pr ot o c ol N o:  G L -G L A T 2 -3 0 0 2  

Pr ot o c ol Titl e:  A N O P E N -L A B E L, R A N D O MI Z E D, M U L TI C E N T E R, P H A S E III S T U D Y T O 

C O M P A R E T H E I M M U N O G E NI CI T Y, E F FI C A C Y, A N D S A F E T Y O F G A N & 
L E E P H A R M A C E U TI C A L S I N S U LI N G L A R GI N E I N J E C TI O N T O L A N T U S ®  

(I N S U LI N G L A R GI N E I N J E C TI O N) I N A D U L T S U B J E C T S WI T H T Y P E 2 
DI A B E T E S M E L LI T U S  

I n v e sti g at o r:  

A d d r e s s:   

  

P h o n e / F a x:   

B y si g ni n g t hi s c o n s e nt f or m, I c o nfir m t h at:  

•  I  h a v e  r e a d  t h e  a b o v e  i nf or m ati o n,  h a v e  b e e n  gi v e n  t h e  o p p ort u nit y t o  a s k  q u e sti o n s,  a n d  m y  
q u e sti o n s h a v e b e e n a n s w er e d t o m y s ati sf a cti o n.   

•  I  v ol u nt aril y  c o n s e nt  t o  p arti ci p at e  i n  t h e  r e s e ar c h  st u d y  a n d  t h at  I a m  fr e e  t o  wit h dr a w  at   a n y 
ti m e, wit h o ut gi vi n g a r e a s o n, wit h o ut m y m e di c al c ar e or l e g al ri g ht s b ei n g af f e ct e d. 

•  I  u n d er st a n d  t h at b y  si g ni n g  t hi s  i nf or m e d  c o n s e nt  I  a m  n ot  w ai vi n g  a n y  l e g al  ri g ht s  t h at  I 
ot h er wi s e h a v e.   

•  I a m a ut h ori zi n g t h e u s e a n d di s cl o s ur e of m y p er s o n al h e alt h i nf or m ati o n.  I c a n n ot p arti ci p at e i n 
t hi s  r e s e ar c h  st u d y  wit h o ut  t hi s  a ut h ori zati o n.   If  I  r ef u s e  t o  gi v e  m y  a ut h ori z ati o n,  m y  m e di c al 

c ar e will n ot b e aff e ct e d.  

•  I a gr e e t h at m y g e n er al pr a ctiti o n er or tr e ati n g s p e ci ali st m a y b e i nf or m e d a b o ut m y p arti ci p ati o n i n 
t hi s st u d y.  

•  I h er e b y a gr e e  t o p arti ci p at e i n t hi s r e s e ar c h st u d y 

   If I e n d t h e st u d y pri or t o t h e s c h e d ul e d e n d of st u d y,  I a gr e e to r et ur n t o t h e sit e f or t h e 

W e e k 2 6 ( +/ - 4 w e e k s) vi sit ( a n d W e e k 1 2 +/ - 1 w e e k s , if a p pli c a bl e) f or bl o o d dr a w s   t o 
c h e c k h o w m y  i m m u n e s y st e m r e a ct s t o i n s uli n a s w ell a s a v er a g e gl u c o s e l e v el (t h e 
a m o u nt of s u g ar) i n m y  bl o o d . 



Subject Consent Form 
GNLT2DMG-T2DMGL 
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Signature of subject  Date of signature 

 
 

 
Printed name of subject (BLOCK CAPITALS)   

 
 

 
Signature of person conducting informed consent discussion  Date of signature 

 
 

 
Printed name of person conducting informed consent discussion 
(BLOCK CAPITALS) 

 
 

 
The legally acceptable representative signature should be added if the subject is unable to sign. The 
relationship between the subject and the legally acceptable representative should be stated. 
 

   
Signature of legally acceptable representative  Date of signature 

   

Printed name of legally acceptable representative (BLOCK 
CAPITALS)   

   

Relationship of legally acceptable representative to subject 
(BLOCK CAPITALS)   

 
 

 

Signature of person conducting informed consent discussion  Date of signature 

   

Printed name of person conducting informed consent 
discussion (BLOCK CAPITALS)   

 
 
 
The impartial witness signature should be added if the subject is unable to read or write 
 

   
Signature of impartial witness  Date of signature 

 
 

 
Printed name of impartial witness (BLOCK CAPITALS)   
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