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ANNEXURE - 11

INFORMED CONSENT FORM

| {name} voluntarily give consent to participate in the study
entitled “A PROSPECTIVE OBSERVATIONAL STUDY ON NEUROTOXICITY
INDUCED BY PACLITAXEL-BASED CHEMOTHERAPY REGIMENS AND ITS IMPACT
ON QUALITY OF LIFE IN PATIENTS WITH SOLID TUMORS”. In doing so I affirm
that:

» I have been given full information in my native language about the study and
have understood the purpose and nature of the study and the potential risks to
me resulting from my participation in the study.

» 1 have been given ample opportunity to ask questions, which have been
answered to my satisfaction.

» 1 understand that my participation in the study is purely voluntary and that
unwillingness/refusal to participate will not adversely affect the medical care
due to me.

» 1 have been assured that there is no additional medical expenditure to be
incurred by me on account of my participation in the study.

» That I faced no coercion to sign this consent form.

» 1 have been informed that notwithstanding my signing this consent, I can
withdraw from the study at any point of time, without it compromising in any

way, the medical care to which I am entitled.

Signature of patient Signature of Witness Signature of
Investigator

Name of patient Name of Witness Name of Investigator
Date Date Date

Place Place Place



ANNEXURE - 111

PATIENT DATA COLLECTION FORM:

Patient information:

Name: Age: Gender:

Height: weight: [P NO:

Phone number: Education: Occupation:
Social history: ~ Alcoholic: yes / no Smoker: yes / no
Chief complaints:

Present illness:

Past medical history:




Past surgical history:

Lab test:

DIAGNOSIS:

DATA COLLECTION:

TYPE OF CANCER:

CHEMOTHERAPEUTIC REGIMEN:

DURATION OF CHEMOTHERAPY:



NUMBER OF CHEMOCYCLES PLANNED:



ANNEXURE -1V

DESIGNED QUESTIONNAIRE FORM

Dear individual, Please answer the questions on this questionnaire form. This
questionnaire will help the study of your present state of health. This information will
assist me in choosing the appropriate direction to take in working towards creating
your optimum level of health.

SECTION 1: DEMOGRAPHIC DETAILS:

1. Age : 2.Gender
3. Height: 4. Weight
5. Cancer diagnosis : 6.Stage of cancer :

7. Any co-morbidities

SECTION 2 : CHEMOTHERAPY ASSESSMENT :

8) What is the type of Paclitaxel-based regimen

9) How many cycles of Paclitaxel chemotherapy have you completed?
(a) 1-3 cycles (b) 4-6 cycles (c) >6 cycles

10) What is the current dose of Paclitaxel in your regimen ?

11) How often do you receive Paclitaxel chemotherapy?

(a) 7 days (b) 15 days (c) 21 days

12) Have you noticed an increase in numbness, tingling or pain in your extremities as
your progress through chemotherapy cycles, if yes, does it worsen after each?

cycle

13) Do you take any of the following medications that may interact with Paclitaxel or

contribute to neurotoxicity?

(a)Antidepressants (b) Anti-Inflammatory agents
(c)Anticonvulsants (d) Others:

SECTION 3: NEUROTOXICITY ASSESSEMENT

SENSORY SYMPTOMS

14) Have you experienced Numbness or tingling in your hands or feet?
(a) Grade 0: not at all (b) Grade 1: mild
(c) Grade 2: moderate (d) Grade 3: severe

15) Have you experienced any neuropathic pain?



(a) Grade 0: not at all (b) Grade 1: mild

(c) Grade 2: moderate (d) Grade 3: severe

16) Have you felt reduced sensation in your hands or feet?
(a) Grade 0: not at all (b) Grade 1: mild

(c) Grade 2: moderate (d) Grade 3: severe

17) Have you felt increased sensitivity to touch or temperature? (Ex: cold/hot
objects)

(a) Grade 0: not at all (b) Grade 1: mild
(c) Grade 2: moderate (d) Grade 3: severe
MOTOR SYMPTOMS

18) Have you experienced Muscle weakness that affects your daily activities?
(a) Grade 0: not at all (b) Grade 1: mild

(c) Grade 2: moderate (d) Grade 3: severe

19) Have you had difficulty standing or walking due to muscle weakness?

(a) Grade 0: not at all (b) Grade 1: mild

(c) Grade 2: moderate (d) Grade 3: severe

20) Have you experienced difficulty gripping or holding objects due to muscle
weakness?

(a) Grade 0: not at all (b) Grade 1: mild

(c) Grade 2: moderate (d) Grade 3: severe

AUTONOMIC SYMPTOMS

21) Have you experienced dizziness or fainting when standing up?
(a) Grade 0 — not at all (b) Grade 1- mild

(c) Grade 2- moderate (d) Grade 3 — severe

22) Have you noticed excessive sweating?

(a) Grade 0 — not at all (b) Grade 1- mild



(c) Grade 2- moderate (d) Grade 3 — severe

23) Have you experienced indigestion?

(a) Grade 0 —not at all (b) Grade 1- mild

(c) Grade 2- moderate (d) Grade 3 —severe

24) Have you experienced shooting or burning pain in your extremities?
(a) Grade 0 — not at all (b) Grade 1- mild

(c) Grade 2- moderate (d) Grade 3 — severe

SECTION 4 : QUALITY OF LIFE ASSESSEMENT

PHYSICAL FUNCTIONING

25) Have you experienced any decline in your overall quality of life during the past
week?

a) not at all (b) alittle

(c) quite a bit (d) very much

26) Have you had trouble sleeping due to treatment?

(a) not at all (b) alittle

(c) quite a bit (d) very much

27) Have you felt fatigued?

(a) not at all (b) a little

(c) quite a bit (d) very much

28) Have you experienced difficulty walking or performing daily activities?
(a) not at all (b) alittle

(c) quite a bit (d) very much

29) Have you experienced loss of appetite?
(a) not at all (b) a little

(c) quite a bit (d) very much



30) Have you needed any help performing daily activities?

(a) not at all (b) alittle
(c) quite a bit (d) very much
SOCIAL FUNCTIONING

31) Has your illness or treatment affected your family life or social interactions?
(a) not at all (b) alittle

(c ) quite a bit (d) very much

32) Have you felt isolated or withdrawn from family or friends?

(a) not at all (b) a little

(c) quite a bit (d) very much

COGNITIVE FUNCTIONING

33) Have you experienced difficulty remembering things ?

(a) not at all (b) a little

(c) quite a bit (d) very much

34) Have you noticed difficulty in concentrating?

(a) not at all (b) alittle

(c) quite a bit (d) very much

35) Have you noticed reduced attention or mental sharpness during tasks?
(a) not at all (b) a little

(c) quite a bit (d) very much
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