 Protocol #______________ (IRB#___________)                                                                     Subject #_______________________
                                                                                                                                  
Medical History Questionnaire
Instructions:  The questionnaire should be completed collaboratively with the study participant and/or their caregiver or study partner. For each question, circle either “Yes” or “No.” For all responses marked “Yes,” provide the onset date, stop date (if applicable), and any relevant comments, if available. Include details on the following: clinically significant diseases, surgeries, cancer history (including prior cancer therapies and procedures), reproductive status, smoking history, and use of alcohol and drugs of abuse.  Ensure all information is accurate and comprehensive to support the study’s requirements.  A copy of this document should be filed in the subject’s research chart.
	ALLERGIES
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Seasonal Allergies
	N
	Y
	
	
	

	Year-Round Allergies (Dust, Mold, etc.)
	N
	Y
	
	
	

	Drug Allergies: List Drug and reaction to the right in comments/notes section
	N
	Y
	
	
	

	Food or Animal Allergies: Specify in comments/notes section
	N
	Y
	
	
	

	
	
	
	
	
	


	LUNGS / PULMONARY
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Asthma
	N
	Y
	
	
	

	Pneumonia

	N
	Y
	
	
	

	Tuberculosis (diagnosed by a physician)
	N
	Y
	
	
	

	Other, specify: (e.g. shortness of breath, bronchitis, stridor, COPD, emphysema, etc.) 
	N
	Y
	
	
	

	
	
	
	
	
	


	EYES, EARS, NOSE, THROAT
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Hearing Loss (Confirmed by a physician)
Rt. Ear    Lt. Ear
	N
	Y
	
	
	

	Hearing Aids
	N
	Y
	
	
	[bookmark: _GoBack]

	Anosmia (partial or complete loss of sense of smell)
	N
	Y
	
	
	

	Cataracts (Document which eye)
	N
	Y
	
	
	

	Glaucoma (Document which eye)	
	N
	Y
	
	
	

	Glasses/Contacts 
	N
	Y
	
	
	

	Other, specify: (e.g. sinus conditions, hearing disorders, dizziness, vertigo, tinnitus, earache, vision disorders, etc.) 
	N
	Y
	
	
	

	
	
	
	
	
	



	ENDOCRINE/METABOLIC
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Diabetes
Type I      Type II 
	N
	Y
	
	
	

	Thyroid Disorder
(Specify in comments / notes)
	N
	Y
	
	
	

	Other, specify
	N
	Y
	
	
	

	
	
	
	
	
	


	SKIN / DERMATOLOGICAL
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Eczema (Document location)
	N
	Y
	
	
	

	Hives
	N
	Y
	
	
	

	Psoriasis
	N
	Y
	
	
	

	Atopic dermatitis
	N
	Y
	
	
	

	Pruritus
	N
	Y
	
	
	

	Other, specify: (e.g. tattoos, rashes, acne, significant scars, open wounds, etc.)
	N
	Y
	
	
	

	
	
	
	
	
	


	HEART / CARDIOVASCULAR
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	High Blood Pressure (diagnosed by a Physician)
	N
	Y
	
	
	

	High Cholesterol
	N
	Y
	
	
	

	Coronary Artery Disease
	N
	Y
	
	
	

	Heart Attack
	N
	Y
	
	
	

	Stroke
	N
	Y
	
	
	

	TIA
	N
	Y
	
	
	

	Arrhythmia (abnormal heart rhythm)
	N
	Y
	
	
	

	Congestive Heart Failure
	N
	Y
	
	
	

	Other, specify (e.g. low blood pressure, heart murmur, angina, cardiac procedures, etc.)
	N
	Y
	
	
	

	
	
	
	
	
	



	DIGESTIVE / GASTROINTESTINAL
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Irritable Bowel Syndrome
(Diagnosed by a Physician)
	N
	Y
	
	
	

	Ulcer (diagnosed by a Physician)
	N
	Y
	
	
	

	Heartburn/GERD
	N
	Y
	
	
	

	IBD (specify if Crohn’s or Ulcerative Colitis - diagnosed)
	N
	Y
	
	
	

	Constipation
	N
	Y
	
	
	

	Diarrhea
	N
	Y
	
	
	

	Hepatitis
 A     B    C
	N
	Y
	
	
	

	Other, specify: (e.g. Celiac Disease, gastroparesis, bloating, etc.) 
	N
	Y
	
	
	

	
	
	
	
	
	


	RENAL/GENITOURINARY
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Frequent Urinary Tract Infections
	N
	Y
	
	
	

	Urinary Incontinence 
	N
	Y
	
	
	

	Urinary Frequency
	N
	Y
	
	
	

	Chronic Kidney Disease (list stage)
	N
	Y
	
	
	

	Sexual Dysfunction
	N
	Y
	
	
	

	Other, specify: (e.g. enlarged prostate, STIs, etc.) 
	N
	Y
	
	
	

	
	
	
	
	
	


	BLOOD / HEMATOLOGICAL
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Anemia
	N
	Y
	
	
	

	Abnormal Bleeding
	N
	Y
	
	
	

	HIV/AIDS
	N
	Y
	
	
	

	Other, specify:
	N
	Y
	
	
	

	
	
	
	
	
	



	MUSCULOSKELETAL
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Osteoarthritis (general arthritis – document location) 
	N
	Y
	
	
	

	Rheumatoid arthritis
	N
	Y
	
	
	

	Osteoporosis (diagnosed by a physician)
	N
	Y
	
	
	

	Fibromyalgia (diagnosed by a physician)
	N
	Y
	
	
	

	Other, specify: (e.g. chronic back pain, neck pain, etc.)
	N
	Y
	
	
	

	
	
	
	
	
	


	NEUROLOGICAL
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Headaches: (specify if occasional headaches, cluster headaches, or migraines)
	N
	Y
	
	
	

	Sleep Disorder (e.g. RBD)
	N
	Y
	
	
	

	Seizures
	N
	Y
	
	
	

	Head Injury (specify if considered TBI)
	N
	Y
	
	
	

	Loss of Consciousness
	N
	Y
	
	
	

	Neurodegenerative Disease 
(other than disease under study)
	N
	Y
	
	
	

	Other, specify: (e.g. MS, Parkinson’s Disease, Alzheimer’s Disease, stroke, TIA, Traumatic Brain Injury, neuropathy, etc.)
	N
	Y
	
	
	

	Specify other here:_________ 
	N
	Y
	
	
	


	PSYCHOLOGICAL
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Insomnia
	N
	Y
	
	
	

	Depression (diagnosed by a physician)
	N
	Y
	
	
	

	Anxiety (diagnosed by a physician)
	N
	Y
	
	
	

	Bipolar Disorder
	N
	Y
	
	
	

	Substance Abuse History
(Specify type, i.e., opioids, alcohol, etc.)
	N
	Y
	
	
	

	Other, specify: (e.g. Schizophrenia, personality disorder, etc.)
	N
	Y
	
	
	

	
	
	
	
	
	



	IMMUNE/LYMPHATIC SYSTEMS
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Lymphedema  
	N
	Y
	
	
	

	Autoimmune Disease, specify: (e.g. lupus, Sjogren’s, Guillain-Barre, vasculitis, Celiac disease, ankylosing spondylitis, Graves’ disease, etc.)
	N
	Y
	
	
	

	Other, specify:
	N
	Y
	
	
	

	
	
	
	
	
	


	LIFESTYLE
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 



	Tobacco/Nicotine use (list type and frequency)
	N
	Y
	
	
	

	Alcohol use (list type and frequency)
	N
	Y
	
	
	

	Marijuana use (list type and frequency)
	N
	Y
	
	
	

	Illicit drug use (list type and frequency)
	N
	Y
	
	
	

	
	
	
	
	
	


	FEMALES ONLY
N/A if Patient is Male 
	Onset Date
(DD/MMM/YY)
	Stop Date 
(DD/MMM/YY or ‘ongoing’)
	Comments / Notes 
(Include: Medications, surgeries)


	Bilateral Oophorectomy
	N
	Y
	
	
	

	Bilateral Salpingectomy
	N
	Y
	
	
	

	Hysterectomy (Total or Partial)
	N
	Y
	
	
	

	Menopause (no menses for >12 months without an alternative medical cause. FSH testing via Covance required to confirm postmenopausal status)
	N
	Y
	
	
	

	Irregular Periods
	N
	Y
	
	
	

	Is patient using Birth Control?
 N/A
	N
	Y
	
	
	

	Last Menstrual Period (Document in the comments/note section)
	
	








	ACCEPTABLE METHODS OF BIRTH CONTROL

	WOCBP? 
	[bookmark: Check2]|_|Combined (estrogen and progestogen containing) hormonal contraception (oral, intravaginal, transdermal) for the duration of the study and until 70 days after last dose of IP.
|_|Progestogen-only hormonal contraception (oral, injectable) for the duration of the study and until 70 days after last dose of IP.
|_|Bilateral tubal ligation.
|_|Intrauterine device (IUD).
|_|Intrauterine hormone-releasing system (IUS)
|_|Vasectomized partner provided that the partner is the sole male sexual partner of the WOCBP.
|_| Sexual abstinence is considered a highly effective method only if defined as refraining from heterosexual intercourse during the entire period of risk associated with the study medication. The reliability of sexual abstinence needs to be evaluated in relation to the duration of the study and the preferred and usual lifestyle of the participant.

	|_|
No
(list reason in surgical hx or provide menopause date above)
	|_|
Yes
(select birth control method to the right)
	

	Patient agrees to use adequate form of birth control as outlined by study protocol during the course of the study.  |_| N/A

____________________             ___________________
                                Patient initials                          Coordinator initials





PRIOR STUDY PARTICIPATION
	Has the Patient participated in any other Investigational trial within the past three months?
 NO
 YES → Specific study:__________________________ Location:______________________________

Start Date:_____/______/______	Stop Date:_____/_____/______	Completed:   YES      NO





HOSPITALIZATIONS			 NONE
	Specific reason(s) for hospitalization(s): (exclude normal childbirth)
	(Ensure this is consistent with medical history)	
	Date
(DD/MMM/YY)
	Length of Stay

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



CANCER / ONCOLOGY	 NONE
	List all Malignancies. Indicate type/location/treatment.
 (example: Melanoma On Upper left back; Breast Cancer- right Breast; Basal Cell Carcinoma – right index finger )
	
Date Diagnosed
(DD/MMM/YY)
	
Date Resolved
(DD/MMM/YY or ‘ongoing’)

	
	
	

	
	
	

	
	
	




SURGERIES OR PROCEDURES 		 NONE
	Describe all Surgical Procedures (include procedure, indication, & result)
	Date Performed
(DD/MMM/YY)

	
	

	
	

	
	

	
	

	
	

	
	

	
	





I verify that I have reviewed the above medical history with the patient. 



Investigator Signature or Designee:___________________________	Date: _____________
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