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HALT-C Trial Q x Q 

Trial ID Assignment    
Form # 1 Version B: 02/05/2001 

 
Purpose of Form #1: The Trial ID Assignment form is used to enter a new or re-screened patient into 
the Trial Data Management System, and to assign an ID number to that patient. Form #1 includes 
some demographic and prior treatment questions, providing a way to capture this information for all 
patients who are eligible for screening for the HALT-C Trial – whether or not they enter the Trial.   
 
When to complete Form #1: 
The Trial ID Assignment form should be completed and data entered for all patients at your center 
who meet all of the three following criteria:  

 
1.  Evidence of Hepatitis C. 

 
2.  Adequate treatment with interferon. 

 
3.  Non-response to this particular course of interferon. 

 
Rescreened patients: 
Patients may be rescreened in accordance with the guidelines specified in the HALT-C protocol 
(Section G) and the Manual of Operations (Section D-1). 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the patient number legibly.  
! The patient ID number is the six-digit number that was assigned to this patient on 

the screening log.   
! The first two digits of the ID label represent the clinical site.  The next three digits are 

assigned in sequential order on the screening log.  The last number is a check digit used 
internally by the Trial Data Management System to prevent transpositional errors during 
data entry of study forms. 

  
A2. Enter the patient’s initials.   

! Enter the patient’s first initial in the first space provided, middle initial in the second space 
provided, and last initial in the third space provided.   

! If the patient does not have a middle name, enter the first initial in the first space provided, 
leave the second space blank, and enter the last initial in the third space provided.   

! If the patient has a hyphenated last name or 2 last names, enter the initial of the first last 
name in the last space.  

! Note:  The patient initials used on Form #1 will be used for the duration of the HALT-
C Trial. 

! Important Note on Rescreened Patients:  If the patient is being rescreened, the 
patient's initials may change at this point.  If the patient’s initials have changed 
since the previous screening visit, use the new initials. 
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A3. Record the date that Form #1 was completed.   
! When entering this date, use the MM/DD/YYYY format.  
! Enter the 2-digit number for the month in the first 2 spaces provided (i.e., January = “01”, 

February = “02”, etc.), the 2-digit number for the day of the month in the second 2 spaces 
provided, and the 4-digit number for the year in the final 4 spaces provided.   

 
A4. Enter the initials of the person completing Form #1.   

! Enter the first initial in the first space provided, middle initial in the second space provided, 
and last initial in the third space provided.  

! If the person does not have a middle name, enter the first initial in the first space provided, 
leave the second space blank, and enter the last initial in the third space provided. 

! If the person has a hyphenated last name or 2 last names, enter the initial of the first last 
name in the last space.  

 
 
SECTION B: PATIENT ID INFORMATION 
 
B0.   Indicate if a Form # 1 has been completed previously for this patient (i.e. the patient has been 

previously screened and found ineligible). 
! If the patient has been screened previously, answer “Yes” and go on to question B0a. 
! If the patient has not been screened previously, answer “No”, and go on to question B1. 

 
B0a. Record the patient’s previous ID number, exactly as recorded on the Form #1 from the 

previous screening.  Now the new patient ID will be linked to the old patient ID in the Data 
Management System. 
 

B0b. Record the patient’s previous initials, exactly as recorded on the Form # 1 from the previous 
screening. 
 

B1. Record the patient’s date of birth using the MM/DD/YYYY format.   
 
B2. Record the patient’s gender.  Circle 1 for Male or circle 2 for female. 
 
B3, 3a. Circle the answer that best describes the patient’s racial background and the source of 

information. If possible, the patient should report his/her own race.  
! If the patient is of Hispanic or Latino ethnicity, circle 1 for YES on Question B4. Continue to 

probe to determine patient race for Question B3.  
! If the answer is “other”, explain briefly on the “please specify” line.  This answer should not 

be “Hispanic”. 
 
B4, 4a. Circle the answer that best describes the patient’s ethnicity and the source of information. If 

possible, the patient should report whether he/she is Latino or Hispanic.  
 
B5.   Indicate if the patient will continue with screening for the HALT-C trial.  In order to complete 

the screening process, there must be source documentation for: 1) Evidence of Hepatitis C; 2) 
An adequate course of treatment with interferon; and 3) The non-response to that treatment.  
The definitions for these are provided below (Section C). 
! If the patient will continue with screening, answer “Yes” and go on to Section C. 
! If “No”, Form #1 is complete.  Form # 5, Trial Ineligibility, must also be completed. 
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SECTION C: MOST RECENT ADEQUATE COURSE OF TREATMENT WITH INTERFERON 
 
Note on Section C: All questions refer to the most recent adequate course of interferon treatment. The 
patient may have had other, more recent courses of interferon treatment that were inadequate; or in 
which the patient responded to treatment; or in which there was neither documentation for the course 
of treatment nor documentation of non-response.  Record answers in Section C that refer to the most 
recent adequate documented course of interferon to which there is a documented non-response.  
 
The definitions provided for adequate course of interferon and non-response to treatment must be 
used.  If there is no documentation, the patient is not eligible for screening. 
 
LEAD-IN PATIENTS 
An adequate course of interferon for Lead-in patients is defined as: 
 

At least 12 weeks of treatment with either: 
! Interferon at dosage of 3 MU tiw (three times a week) or 9 mcg tiw.  
! Peg Intron A: 0.5 mcg (per kilogram of patient’s weight) once a week 
! Peginterferon alfa-2a: 90 mcg once a week 

   
Non-Response for Lead-in patients is defined in the boxes below. 

 
 
 
 
 
 
 
 

 START OF IFN             (a) >=12 weeks               (b) <= 4 weeks       END OF IFN        (c) <= 1 week 
 
 

               + HCV RNA 
        
   

 
 
 
 
 

<= 6 months                   START OF IFN             <= 4 weeks          END OF IFN    <= 1 week 
 

 
   (#1) elevated ALT                    (#2) elevated ALT 

 
 
 
EXPRESS PATIENTS 
An adequate course of interferon for Express patients is defined as intent to treat with: 
! peginterferon alfa-2a 180 mcg/wk or peginterferon alfa-2b 1.5 mcg/kg/wk; AND         
! 800 mg daily of ribavirin (minimum). 
! Dose adjustment is dependent on patient’s tolerance to the drug(s) and is at the discretion 

of the treating physician. 
 

Non-Response for Express patients is defined as a positive HCV-RNA obtained at least 20 weeks 
after the start of the adequate course of treatment with pegylated interferon with ribavirin and before 
Screening for HALT-C.  This test may be obtained either on or off treatment. 

EITHER:  A documented positive HCV RNA test EITHER: 
a) on or after treatment week 12 on adequate course interferon therapy while still being 

treated; OR 
b) within 4 weeks before discontinuing the most recent adequate course of interferon. This 

positive test must have occurred at treatment week 12 or later; OR 
c) within 1 week after discontinuing the most recent adequate course of interferon. This 

positive test must have occurred at treatment week 12 or later. 

OR:  If virologic measurements were not performed or are unavailable from the most 
recent adequate treatment, two elevated serum ALT must be documented: 
(1) within 6 months prior to the beginning of interferon treatment; AND  
(2) within 4 weeks before OR within 1 week after discontinuing the course of interferon.  
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C1. Record the start date of the patient’s most recent adequate course of treatment with any type 

of interferon using the MM/DD/YYYY format.   
 
C2. Refer to the list of codes on the form, and enter the code for the interferon preparation used 

during this course of treatment. 
! If the patient took an interferon preparation other than one on the list, use code 99, “other” 

and specify the type of preparation on the line provided.  Twenty-five characters, including 
punctuation and spaces, are provided. 

 
C3. Enter the initial dose of interferon for this course of treatment, choosing either MU or mcg units 

based on the interferon preparation the patient took.  
 
C4. Enter the number of doses per week the patient took during this course of treatment with 

interferon. 
 
C5. Enter the total number of weeks the patient took interferon during this most recent adequate 

course of treatment. This total number of weeks should be the sum of the initial dose of 
interferon plus all adjusted doses of interferon, including weeks where the dose was zero. 

 
C6.  Was the dose of interferon adjusted during this most recent treatment? 

! If the interferon dosage was not adjusted, answer “NO” and skip to question C7. 
! If “Yes”, complete items a – c for each interferon dose adjustment. Complete as many lines 

as necessary: 
 
a. Record the adjusted dose of interferon, choosing either MU or mcg units based on the 

interferon preparation the patient took.  If the patient temporarily skipped a few doses, 
record the dose as zero. 

  
b. Record the number of times per week that interferon was taken during this period. 
 
c. Record the number of weeks at this adjusted dose of interferon. 
 
Reminder:  The sum of all the weeks of adjusted interferon should be less than or equal to the 
total number of weeks that the patient took this most recent adequate course of interferon as 
recorded in C5. 
 

C7.   Record if Ribavirin was given with this most recent adequate course of interferon. 
! If  “Yes”, complete  questions C8 through C10. 
! If “No”, go to question C11. 

 
C8. Enter the initial daily dosage of ribavirin, in mg, for this most recent adequate course of 

treatment with interferon. 
! For example, if the patient takes 600 mg of ribavirin twice a day, enter 1200 mg.  

 
C9. Enter the total number of weeks the patient took ribavirin during this most recent adequate 

course of interferon treatment. This total number of weeks should be the sum of the initial dose 
of ribavirin plus all adjusted doses of ribavirin given during this course of interferon treatment. 
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C10.  Was the dose of ribavirin adjusted during this most recent treatment? 
 
! If the ribavirin dosage was not adjusted, answer “NO” and skip to question C8. 

 
For each ribavirin dose adjustment, complete items a – b. Complete as many lines as 
necessary: 
 
a. Record the adjusted total daily dose of ribavirin for this most recent adequate course of 

treatment with interferon. 
! For example, if the patient takes 600 mg of ribavirin twice a day, enter 1200 mg.  

 
b.   Record the number of weeks at this adjusted dose of ribavirin.  
 
Reminder:  The sum of all the weeks of adjusted ribavirin should be less than or equal to the 
total number of weeks that the patient took ribavirin during this most recent adequate course of 
interferon, as recorded in C9. 

 
C11. Record the code that represents the criteria used to determine the non-response to interferon 

treatment.  (Refer to page 1 of this document: When to complete Form #1.) 
 
! Enter “1” if the patient had a positive test for HCV RNA at any one of the following 

timepoints: 
! For Lead-in patients: 

1. On or after treatment week 12 on adequate interferon therapy while still being 
treated  or 

2. Within 4 weeks prior to or 1 week after discontinuing the most recent adequate 
course of interferon. This positive test must have occurred at treatment week 12 or 
later. 

! For Express patients: 
1. positive HCV-RNA obtained at least 20 weeks after the start of the adequate 

course of treatment with pegylated interferon with ribavirin and before Screening for 
HALT-C.  

2. This test may be obtained either on or off treatment. 
 

! Enter “2” if the Lead-in patient has had two elevated serum ALT’s at both of the following 
times: 
! For Lead-in patients only: 

1. Within 6 months prior to the beginning of treatment  
and  

2. At anytime during 4 weeks prior to, or 1 week after stopping this course of 
interferon therapy. In other words, there must be 2 elevated serum ALT’s. 

 
! Enter “3” if the Lead-in patient had both a positive test for HCV RNA and elevated ALT as 

defined above.   



 
  QxQ updated: 03/05/2004 
 

HALT-C Trial Q x Q Form # 2 Version A: 11/01/2003 Page 1 of 3 

HALT-C Trial Q x Q 

Trial Consent    
Form # 2 Version A: 11/01/2003 

 
Purpose of Form #2:  The Trial Consent Form #2 provides formal verification that a patient has 
signed all the necessary consent forms to participate in the HALT-C Trial and associated Ancillary 
Studies.  This form will be used in place of Form #4, Screening Checklist, for patients who have failed 
screening, but have given blood or tissue samples that may be analyzed in the future. 
 
When to complete Form #2: This form should be completed for any patient at any clinical site who: 
 
EITHER Does not have Screening Checklist Form #4 completed and entered in the DMS 
OR Does not have Express Screening Checklist Form #94 completed and entered in the DMS 
AND Had blood and/or tissue sample(s) collected during the screening process. 
 
Form #2 should be data entered in the Screening (S00) study visit in the DMS. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix a patient ID label in the space provided at the top of each page.  If a label is not available, 

record the ID number legibly in ink. 
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3.  The visit number, S00, is pre-printed on the form and does not need to be data entered. 

 
A4. Record the date the form was completed in the MM/DD/YYYY format.    
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: MAIN TRIAL INFORMED CONSENT 
 
B1.   Did patient sign a HALT-C Trial informed consent form? 
 

! Indicate whether the patient has a signed HALT-C consent form.  This may be a Screening 
consent form only or consent form(s) for the Screening and the Main Trial. 

 
! Circle YES if the patient's chart contains a signed consent form to participate in Screening 

and/or the Main Trial. 
 

! Circle NO if the patient did not sign any consent forms or no consent forms were located in 
the patient's chart.  The form is complete. 

 
! Patients without a signed consent form will have all specimens collected for the HALT-C 

Trial destroyed. 
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B2. Did patient sign consent for genetic testing? 
 

! At your institution, this may be a separate document or may be combined with other 
consents.  Check the documents specifically for signed consent to genetic testing. 

 
! Circle YES if there is a signed consent to genetic testing in the patient's chart. 

 
! Circle NO if the patient did not sign genetic testing consent forms or no consent forms 

were located in the patient's chart. 
 

! All specimens intended for genetic testing will be destroyed if the patient did not give 
signed consent for genetic testing. 

 
B3. Did patient sign consent to receive information about genetic testing? 
 

! At your institution, this may be a separate document or may be combined with other 
consents.  Check the documents specifically for signed consent to receive information 
about genetic testing. 

 
! Circle YES if there is a signed consent to receive information about genetic testing in the 

patient's chart. 
 
! Circle NO if the patient did not sign a consent form to receive information about genetic 

testing or no consent forms were located in the patient's chart. 
 

SECTION C:  ANCILLARY STUDIES CONSENT: 
 
General information on completing Section C   
 
Three Ancillary Studies (Immunology/Virology, Quantitative Assessment of Liver Function, and 
Cognitive Effects) require informed consents separate from the main HALT-C Trial consent.   
Please answer the questions in this section about patient eligibility even if your site is not 
participating in these Ancillary Studies. 
 
C1. Immunology/Virology AS: Was patient eligible to participate in this Ancillary study? 
 

! Circle YES for patients at participating sites (Sites 11, 12, 16, and 17) who fulfill eligibility 
criteria for the Immunology/Virology Ancillary Study.  Eligibility criteria for this ancillary 
study are described in the Manual of Operations, Section K-1.  Continue to question C1a. 

 
! Circle NO for patients at participating sites for whom there is inadequate liver tissue, who 

are Express patients, or who are otherwise ineligible.  Skip to question C2. 
 
! Circle NO for all patients at non-participating clinical sites (Sites 13, 14, 15, 18, 19, and 

20).  Skip to question C2. 
 

C1a. Did the patient sign a consent form to participate in this ancillary study? 
 

! Circle YES if the patient has a signed consent to participate in the Immunology/Virology 
Ancillary Study.   

 
! Circle NO if the patient does not have a signed consent to participate in the 

Immunology/Virology Ancillary Study. 
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C2. Quantitative Liver Function Ancillary Study: Was patient eligible to participate in this ancillary 
study? 

 
! Circle YES for patients at participating sites (Sites 14, 15, and 19) who fulfill eligibility 

criteria for the QLFT Ancillary Study.  Eligibility criteria for this ancillary study are 
described in the Manual of Operations, Section K-6.  Continue to question C2a. 

 
! Circle NO for patients at participating sites for whom inadequate specimens were collected 

or who are otherwise ineligible.  Skip to question C3. 
 
! Circle NO for all patients at non-participating clinical sites (Sites 11, 12, 13, 16, 17, 18, and 

20).  Skip to question C3. 
 

C2a. Did the patient sign a consent form to participate in this ancillary study? 
 

! Circle YES if the patient has a signed consent to participate in the QLFT Ancillary Study.   
 
! Circle NO if the patient does not have a signed consent to participate in the QLFT 

Ancillary Study. 
 
C3. Cognitive Effects Ancillary Study: Was patient eligible to participate in this ancillary study? 
 

! Circle YES for patients at participating sites (Sites 17 and 18) who fulfill eligibility criteria 
for the Cognitive Effects Ancillary Study.  Eligibility criteria for this ancillary study are 
described in the Manual of Operations, Section K-4.  Continue to question C3a. 

 
! Circle NO for patients at participating sites who are Express patients or who are otherwise 

ineligible.  The form is complete. 
 
! Circle NO for all patients at non-participating clinical sites (Sites 11, 12, 13, 14, 15, 16, 19, 

and 20).  The form is complete. 
 

C3a. Did the patient sign a consent form to participate in this ancillary study? 
 

! Circle YES if the patient has a signed consent to participate in the Cognitive Effects 
Ancillary Study.  The form is complete. 

 
! Circle NO if the patient does not have a signed consent to participate in the Cognitive 

Effects Ancillary Study.  The form is complete. 
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HALT-C Trial Q x Q 

Screening Medical History Interview 
Form # 3 Version B: 12/03/2001 (Revised 02/14/2002) 

 
Purpose of Form #3: The Screening Medical History Interview form is part of the HALT-C Trial 
screening process.  Form #3 records general medical history information and asks specific questions 
based on the HALT-C Trial eligibility criteria.  Information is gathered by patient interview and reading 
the medical record. 
 
The date in section A is the date used as the beginning of the HALT-C screening process.  Baseline 
(W00) must begin within 14 weeks of this date. 
 
When to complete Form #3:  This form should be completed during the first Screening Phase study 
visit (S01). 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. The visit number S00 is pre-printed on the form.  Data entry of this value is not required. 
 
A4. Record the date of the first screening visit using the MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.   
 
A6. Enter the initials of the person who conducted the interview. 
 
SECTION B: SCREENING MEDICAL HISTORY 
 
General Instructions for Section B:  
 
! For each question, circle 1 for YES, 2 for NO, or -8 for DON’T KNOW.  Follow skip patterns as 

indicated on the form. 
 
! Forty characters (including punctuation and spaces) are allowed in each specify field. 
 
! Question numbers that are BOLD and circled indicate exclusion criteria.   
! If any of the exclusion criteria questions are answered YES or DON’T KNOW, an explanation 

is required on question F3 of this form.   
! Please refer to Section F for questions related to the patient’s eligibility for enrollment into the 

HALT-C trial. 
 
B1. This question is an exclusion criterion.  Patients with any of these liver diseases are not 

eligible.  Answer YES, NO, or DON'T KNOW and continue to B1a. 
! Note:  On Version A of Form #3, Gilbert’s syndrome must be recorded on Question B1. 
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B1a. Patients with Gilbert’s syndrome may have elevated bilirubin levels.  Different scoring may be 
required when calculating the CTP score (Form # 15).  Answer YES, NO, or DON'T KNOW 
and continue to B2. 

 
B2. This question is an exclusion criterion.  Patients with any history of bleeding from esophageal 

varices are not eligible.  Answer YES, NO, or DON'T KNOW and continue to B3. 
 
B3. This question is an exclusion criterion.  Patients with any history of bleeding from gastric 

varices are not eligible.  Answer YES, NO, or DON'T KNOW and continue to B4. 
 

B4. If the answer is YES, complete the specify field with the name of the specific intestinal disease 
or abnormality and continue to B5.  If the answer is NO or DON’T KNOW, continue to B5. 

 
B5. Patients with diabetes are eligible for the HALT-C Trial.  Any Lead-in Group patient with 

diabetes should have a glycosolated hemoglobin test done (Form # 121).  If the answer is 
YES, continue to B5a.  If the answer is NO or DON’T KNOW, skip to B6. 

 
B5a. This question is an exclusion criterion.  Patients with uncontrolled diabetes are not eligible.  

Answer YES, NO, or DON'T KNOW and continue to B6. 
 
B6. This question is an exclusion criterion.  Patients with hemophilia are not eligible.  Answer YES, 

NO, or DON'T KNOW and continue to B7. 
 
B7. This question is an exclusion criterion.  Patients with blood diseases or abnormalities are not 

eligible.  If the answer is YES, complete the specify field and continue to B8.  If the answer is 
NO or DON’T KNOW, continue to B8. 

 
B8. If the answer is YES, complete the specify field and continue to B8a.  If the answer is NO or 

DON’T KNOW, skip to B9. 
 
B8a. This question is an exclusion criterion.  Patients with active rheumatoid arthritis or systemic 

lupus are not eligible.  The site PI determines "Active."  Answer YES, NO, or DON'T KNOW 
and continue to B9. 

 
B9. If the answer is YES, complete the specify field and continue to B10.  If the answer is NO or 

DON’T KNOW, continue to B10. 
 
B10. This question is an exclusion criterion.  Patients with a malignancy diagnosed or treated within 

the last 5 years, other than local squamous or basal cell carcinoma treated with excision are 
not eligible.  If the answer is YES, complete the specify field and continue to B10a.  If the 
answer is NO or DON’T KNOW, skip to B11. 

 
B10a. Patients are eligible if the only cancer diagnosis was local squamous or basal cell carcinoma 

treated with excision.  If the answer is YES, skip to B11.  If the answer is NO or DON’T 
KNOW, continue to B10b. 

 
B10b. Patients are eligible if the only cancer diagnosis was local squamous or basal cell carcinoma 

that has been adequately treated and have excellent chance for cancer free survival.  Answer 
YES, NO, or DON'T KNOW and continue to B10c. 

 
B10c. Enter the date that the malignancy was diagnosed using the MM/YYYY format.  Date must be 

greater than 5 years from the date of this interview.  Continue to B10d. 
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B10d. Enter the date the treatment for the malignancy was completed using the MM/YYYY format.  
Date must be greater than 5 years from the date of this interview.  Continue to B11. 

 
B11. This question is an exclusion criterion.  Patients with severe heart, cerebrovascular, or lung 

disease are not eligible.  If the answer is YES, complete the specify field and continue to B12.  
If the answer is NO or DON’T KNOW, continue to B12. 

 
B12. If the answer is YES, complete the specify field and continue to B12a.  If the answer is NO or 

DON’T KNOW, continue to B12a. 
 
B12a. Significant and stable heart disease including hypertension has specific guidelines for patients 

taking ribavirin.  If the answer is YES, complete the specify field and continue to B13.  If the 
answer is NO or DON’T KNOW, continue to B13.  

 
B13. If the answer is YES, complete the specify field and continue to B14.  If the answer is NO or 

DON’T KNOW, continue to B14.  
  
B14. If the answer is YES, continue to B14a.  If the answer is NO or DON’T KNOW, skip to B15. 
 
B14a. This question is an exclusion criterion.  Patients with periods of uncontrolled seizures within 

the past two years are not eligible.  Answer YES, NO, or DON'T KNOW and continue to B15. 
 
B15. If the answer is YES, complete the specify field and continue to B16.  If the answer is NO or 

DON’T KNOW, continue to B16. 
 
B16. If the answer is YES, complete the specify field and continue to B17.  If the answer is NO or 

DON’T KNOW, continue to B17. 
 
B17. Hormonal abnormalities include diseases such as Addison’s Disease and Cushing Syndrome.  

Menopausal symptoms are not included.  If the answer is YES, complete the specify field and 
continue to B18.  If the answer is NO or DON’T KNOW, continue to B18. 

 
B18. If the answer is YES, complete the specify field and continue to B19.  If the answer is NO or 

DON’T KNOW, continue to B19. 
 
B19. If the answer is YES, complete the specify field and continue to B20.  If the answer is NO or 

DON’T KNOW, continue to B20. 
 
B20.  If the answer is YES, complete the specify field and continue to B21.  If the answer is NO or 

DON’T KNOW, continue to B21. 
 
B21. If the answer is YES, complete the specify field and continue to B22.  If the answer is NO or 

DON’T KNOW, continue to B22. 
 
B22. If the answer is YES, complete the specify field and continue to B23.  If the answer is NO or 

DON’T KNOW, continue to B23. 
 
B23. If the answer is YES, complete the specify field and continue to B23a.  If the answer is NO or 

DON’T KNOW, skip to B24. 
 
B23a. Answer YES, NO or DON’T KNOW and continue to B24. 

 
B24. Answer YES, NO or DON’T KNOW and continue to B25 
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B25.  This question is an exclusion criterion.  Patients who use coumadin or immunosuppressive 

drugs are not eligible.  Answer is YES, NO or DON’T KNOW and continue to B26. 
 
B26. This question is an exclusion criterion.  Patients who have had organ, limb, or bone marrow 

transplants are not eligible.  Answer is YES, NO or DON’T KNOW and continue to B27. 
 
B27. This question is an exclusion criterion.  Pregnant patients or male patients with pregnant 

partner(s) are not eligible.  
! Based on gender, ask the patient the appropriate question.  Answer YES, NO or DON’T 

KNOW and continue to B28. 
 
B28. This question is an exclusion criterion.  Female patients or male patients with partner(s) who 

are breastfeeding are not eligible.  
! Based on gender, ask the patient the appropriate question.  Answer YES, NO or DON’T 

KNOW and continue to B29. 
 
B29. The patient should include all current partners when answering this question.  If the answer is 

YES, skip to B31.  If the answer is NO or DON’T KNOW, continue to B30.  
 

B30. An answer of NO to this question is an exclusion criterion.  If the answer is YES, the patient is 
eligible.  Patients must be willing to use contraception according to the protocol guidelines.  
! Based on gender, ask the patient the appropriate question.  Answer YES or NO and 

continue to B31. 
 
B31. This question is an exclusion criterion.  Patients participating in other clinical trials are not 

eligible.  Answer YES or NO and continue to B32. 
 
B32. This question is an exclusion criterion.  Patients who have used the illicit drugs specified within 

the past two years are not eligible.  Answer YES or NO and continue to B33. 
 
B33. Major depression in and of itself is not an exclusion criterion.  Interferon can increase 

depressive symptoms.  If the answer is YES, continue to B33a.  If the answer is NO or DON’T 
KNOW, skip to B34. 

 
B33a. If the answer is YES, continue to B33b.  If the answer is NO or DON’T KNOW, skip to B34. 
 
B33b. This question is an exclusion criterion.  Patients who have been hospitalized for depression in 

the last five years are not eligible.  Answer YES, NO or DON’T KNOW and continue to B34. 
 
B34. If the answer is YES, complete the specify field and continue to B34a.  If the answer is NO or 

DON’T KNOW skip to B35.   
 
B34a. This question is an exclusion criterion.  Patients with any current (within the last six months) 

severe or poorly controlled psychiatric disorder are not eligible.  If the answer is YES, skip to 
B35.  If the answer is NO or DON’T KNOW, continue to B34b.   

 
B34b. Patients with a poorly controlled psychiatric disorder more than 6 months but less than 5 years 

ago must be assessed by a mental health professional (see B37).  Answer YES, NO or DON’T 
KNOW and continue to B35. 

 
B35.  If the answer is YES, complete the specify field with type of illness and name of medication 

and continue to B36.  If the answer is NO or DON’T KNOW, continue to B36. 
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B36. If the answer is YES, continue to B36a.  If the answer is NO, skip to B37. 
 
B36a. This question is an exclusion criterion.  Patients who have attempted suicide in the last 5 years 

are not eligible.  Answer YES or NO and continue to B37. 
 
B37. Patients who have had a suicide attempt and/or hospitalization for depression more than 5 

years ago OR patients who have had a severe or poorly-controlled psychiatric disorder more 
than 6 months ago but less than 5 years ago, MUST BE WILLING to be assessed and 
followed (if recommended) by a psychiatrist or other mental health professional.  If they are not 
willing to be assessed and followed, they are not eligible. 
! Answer YES, if the patient is UNWILLING to be assessed and followed. 
! Answer NO, if the patient is willing to be assessed and followed. 
! Answer NOT APPLICABLE (-1) if the question does not apply to this particular patient.  

 
This is the last question of the patient interview. 
 
If appropriate, have the patient sign a medical release form. 

 
SECTION C:  CONTRACEPTIVE USE 
 
General Instructions for Section C:  
 
Review method(s) of contraception the patient and/or the patient's partner(s) will be using. 
 
C1. Record each method of contraception in the boxes provided.  If the patient or patient’s 

partner(s) are not of childbearing potential, i.e., sterilized, hysterectomy, post-menopausal, 
record 6 as an answer. 

 
 
SECTION D: OTHER CONDITIONS 
 
General Instructions for Section D: 
 
Record any significant condition not listed above that the patient currently has or had in the past that 
you became aware of by chart review or by discussion with the patient’s health care provider.  For 
example, if the patient is noted to have migraine headaches, record here.  It may be helpful to fill out a 
Pre-Existing Conditions Form so that you will be able to differentiate symptoms and conditions that a 
patient experienced pre-treatment, with the usual severity and frequency and treatment (see Pre-
existing Condition Form in Section L of MOO).  Conditions such as Gilbert’s syndrome and 
hypertension should be recorded under specific questions pertaining to those conditions (B1a, B12a). 
 
D1. If the answer is YES, complete the specify field.  100 characters (including punctuation and 

spaces) are provided.  If the answer is NO, continue to E1. 
 
If you become aware of conditions during the course of the study, return to this form and edit it to 
include them. 
 
 
SECTION E: EXPRESS VERSUS LEAD-IN ENROLLMENT 
 
E1. Circle 1 if this patient will be an Express patient.  Circle 2 if this patient will enter the Lead-in 

Phase of the HALT-C Trial. 
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SECTION F:  FOR STUDY COORDINATOR OR PRINCIPAL INVESTIGATOR USE 
 
General Instructions for Section F: 
 
In some situations, the Study Coordinator or Principal Investigator may think that a patient is eligible 
for enrollment into the HALT-C Trial, even though the patient answered YES or DON’T KNOW to one 
or more of the exclusion criteria questions in Section B.  For example, the condition reported may be 
minor or adequately treated with medication or there may be no evidence of the condition in the 
patient’s medical chart.  You may request an exemption by completing and Exemption Request Form. 
 
F1. Circle 1 if any of the identified exclusion criteria were answered YES or DON’T KNOW and 

continue to F2.  Circle 2 if all of the identified exclusion criteria were answered NO and Form 
#3 is complete. 

 
F2. Circle 1 for YES if the patient should be eligible to enroll in the HALT-C Trial in spite of a 

possible ineligibility and continue to F3.  Circle 2 for NO if the patient is not eligible to enter the 
HALT-C Trial and Form #3 is complete.   
! If you circled 2, please complete Form # 5: Trial Ineligibility. 

 
F3. Column 1:  Record the exclusion question number (exclusion questions are bolded and 

circled) to which YES or DON’T KNOW was answered.    
 
 Column 2:  Explain why the patient should be eligible, despite the exclusion criterion (i.e., the 

condition is minor, the condition is being adequately treated, there is no evidence of the 
condition in the medical chart, etc). 
 
Column 3:  Record if an exemption is requested. 
! Record YES if an exemption is requested and submit an Exemption Request Form to the 

DCC. 
! Record NO if an exemption is not necessary.  For example, the patient states that she has 

uncontrollable diabetes but there is no record of her having diabetes in her chart and all 
blood tests are within normal limits. 

! Record N/A for any other reason. 
 

Signature of HALT-C staff completing Sections B, C, D, and E. 
The signature of the person interviewing and obtaining information from the medical record 
must be recorded here.  Your signature verifies that you have obtained the data asked for and 
this form becomes a source document. 
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HALT-C Trial Q x Q 

Screening Checklist 
Form # 4 Version B: 12/03/2001 

Purpose of Form #4:  The Screening Checklist form provides a formal check off to verify that the 
Study Coordinator has performed all the steps required to screen a patient for eligibility for the Lead-In 
Phase of the HALT-C Trial.  These steps include: 
! Obtaining signed informed consent forms for Screening, the HALT-C Trial, and Ancillary 

Studies that require separate informed consents; 
! Obtaining and recording results of all Screening lab tests; 
! Completing/obtaining all screening source documentation; 
! Completing the CIDI; 
! Reviewing all required Screening criteria; and 
! Completing all Screening forms. 

 
The questions in Sections B - D5 and F of the Screening Checklist must be answered CORRECT to 
complete the Screening process.  A patient cannot begin the Lead-in Phase of the trial until all 
screening steps, including data entry of Form #4, have been completed.  When Form #4 has 
“Complete” status in the Data Management System, the Baseline Visit (W00) will be expected.   
 
If for any reason, any answer in Sections B - D5 and F is NO but the PI feels that patient should 
be included in the HALT-C Trial, an Exemption Request Form must be submitted.   
 
If a patient will not enter the HALT-C Trial for any reason, complete Form # 5: Trial Ineligibility. 
 
Form #4 also serves to record information not recorded on other data forms:  
! Screening serological assay results; 
! CIDI diagnoses at Screening; 
! Whether the patient consented to genetic testing, and  
! Whether the patient will participate in an Ancillary Study that requires a separate consent form. 

 
The date that Screening is completed, recorded in Form #4 question A4, serves two purposes: 
! This date marks the end of Screening.  This is the date that the last Screening procedure 

occurred.  
! This date is the starting point of the window for scheduling the Baseline Visit (W00).   
 

When to complete Form #4: This form should be completed as the last step of the screening 
process, during the Screening Visit (S00) window.  The date that Screening is completed is the date 
the last screening test was done, even if the results are not yet available. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3.  The visit number, S00, is pre-printed on the form, and does not need to be data entered. 
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A4. Record the date that screening was completed using the MM/DD/YYYY format.  This date 
signals the end of the screening process. 

 
A5. Enter the initials of the person completing the form.   
 
SECTION B 
 
B1.  The specific aims and general conduct of the HALT-C protocol have been reviewed with the 

patient, so that the patient has a good understanding of what will occur during the trial and be 
required of him/her. 

 
B2. Form #1: Trial ID Assignment was completed and data entered. 
 
B3.  The patient has signed the Screening consent form.   

! At your institution, the Screening consent form may be a separate document or may be 
combined with the Trial consent form. 

 
SECTION C 
 
C1.  If the answer to any of the questions in the Inclusion Criteria section of the Eligibility 

Worksheet is NO, the patient is not eligible for the HALT-C Trial unless the Exemption 
Committee has granted an Exemption. 

 
C2.  Source documentation showing that the patient has positive HCV serology or HCV RNA is 

available. 
 
C3. Source documentation of the most recent adequate treatment with interferon or 

interferon/ribavirin combination should be available. 
 
C4. Appropriate source documentation of non-response to the most recent adequate treatment 

with interferon or interferon/ribavirin combination should be available. 
 
C5. Patient was able to tolerate previous treatment with interferon or interferon/ribavirin therapy. 
 
C6. The patient is willing to use adequate contraception: 

! Adequate contraception: sterilization, oral contraceptive, Norplant implant, IUD, Depo-
Provera injections or barrier method (diaphragm, condom or cervical cap) plus 
contraceptive jelly; or no longer of child bearing potential (due to removal of reproductive 
organs or menopause--a diagnosis of infertility is not included). 

 
C7.   If the answer to any of the questions in the exclusion criteria section of the Eligibility 

Worksheet was answered YES, the patient is not eligible for the HALT-C Trial.    
 
C8.   The results of the screening HCV RNA assay (Form #31: Central Lab – HCV RNA) have been 

received from the Central Virology Lab and the patient tested positive for HCV RNA. 
! When Form #31, Central Lab – HCV RNA, is data entered at the Central Virology Lab, an 

automated email with the patient’s results is sent to specified email addresses at the 
clinical site. 

 
C9. Form #50: Screening Biopsy Evaluation has been completed by the clinical center Pathologist 

at the clinical site and the patient was found to have an Ishak fibrosis score consistent with 
protocol requirements. 
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C10. Form #3: Screening Medical History Interview has been completed and evaluated. 
 
C11. Form #11: Physical Exam has been completed.  
 
C12. The results of the screening alfa-fetoprotein (AFP) assay, recorded on Form #34: AFP have 

been obtained and the AFP result is less than or equal to 200 ng/mL. 
 
C13. CTP Score: Form #15, has been completed and the CTP score is < 7. 
 
C14. The patient is not participating in any other clinical trial. 
 
C15. There was no test result showing undetectable HCV-RNA within 4 weeks prior to or 6 months 

after discontinuing the most recent adequate course of interferon. 
 
SECTION D 
 
D1 – D5. Form #30: Local Lab, and Form #35: Screening Visit 2 Local Lab, have been completed 

with the results of the following tests: 
! Serum chemistries, including BUN, creatinine, glucose, triglycerides, uric acid; 
! Liver chemistries, including AST, ALT, alkaline phosphatase, total bilirubin, albumin, 

globulin (or total protein), and prothrombin time (INR); 
! Complete blood count with differentials, including WBC count, neutrophil count, hematocrit, 

hemoglobin, and platelets; 
! Thyroid stimulating hormone; and 
! Urinalysis, including pregnancy, protein, and heme. 

 
Note related to questions D6 – D11:  
 
! If the patient has an elevated value for serum ferritin or an iron saturation (serum iron/IBC x 100%) 

of greater than 50%, and presence of 3+ or 4+ stainable iron on liver biopsy according to the 
study pathologist or a history of iron overload, then the patient must undergo HFE genetic testing. 

 
! Patients who are homozygous for C282Y or compound heterozygous, i.e. C282Y +/- and C63D -

/+, are not eligible to enter the HALT-C Trial. 
 
! Patients who are negative on HFE testing may be entered into the study after first undergoing 

phlebotomy therapy to remove hepatic iron, and then undergoing repeat liver biopsy 
demonstrating less than 3+ hepatic iron. 

 
D6. Serum iron results, reported in µg/dL. 
 
D7. Date during the screening period of iron results, reported in MM/DD/YYYY format. 
 
D8. Total iron binding capacity (TIBC) reported in µg/dL. 
 
D9. Date during the screening period of TIBC assay, reported in MM/DD/YYYY format. 
 
D10. Serum ferritin results, reported in ng/mL.  
 
D11. Date during the screening period of serum ferritin assay, reported in MM/DD/YYYY format. 
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D12.  ANA  (Antinuclear Antibody). 
! Patients with an ANA titer of 1:160 or greater are not eligible. 
! Record the lab value (if positive). 
! This result may be historical.   
! If not previously performed or the results cannot be obtained, perform the test through the 

local laboratory.   
 

D13. Date of ANA reported in MM/DD/YYYY format. 
   
D14. Hepatitis B surface antigen. 

! Patients with positive Hepatitis B surface antigen are not eligible. 
! Record if the test was positive or negative. 
! This result may be historical, but must be within the past twelve months. 
! If not previously performed or the results cannot be obtained, perform the test through the 

local laboratory.   
 
D15. Date of Hepatitis B surface antigen reported in MM/DD/YYYY format. The date must be within 

the past twelve months. 
 
D16. HIV test. 

! Patients who test positive for HIV (confirmed by Western blot) are not eligible. 
! Record if the test was positive or negative. 
! This test must have been performed within the past 12 months.  
! If HIV was not tested within last 12 months, or the results cannot be obtained, perform the 

test through the local laboratory. 
 
D17.   Date of HIV test reported in MM/DD/YYYY format. The date must be within the past twelve 

months. 
 
D18. Ceruloplasmin result is normal or above.   
! Levels below normal will be monitored by the DCC and do not make the patient ineligible, 

unless the patient also has liver histology consistent with Wilson’s disease. 
 
D19. Alpha-1 antitrypsin is normal or above.   
! Levels below normal will be monitored by the DCC and do not make the patient ineligible, 

unless the patient also has liver histology consistent with Alpha-1 antitrypsin deficiency. 
 
 
SECTION E: CIDI (COMPOSITE INTERNATIONAL DIAGNOSTIC INTERVIEW) 
 
A baseline lifetime psychiatric history is established by using the CIDI Auto 2.1 modules: 
DEMOGRAPHICS (A), ANXIETY (D), DEPRESSION (E), ALCOHOL (J), and DRUGS (L) in patients 
being screened for the HALT-C Trial. 
 
The CIDI Auto 2.1 should be completed at Screening Visit #1 with all patients.  Administer the CIDI 
Auto 2.1 lifetime computerized interview per training manual and Manual of Operations instructions.  
Print out a hard copy of diagnostic data from the file R[idnumber].SCS. 
 
E1. If the CIDI was administered, circle 1 and skip to question E2. 
 
E1a. If the CIDI was not administered, explain here (up to 40 characters allowed). 
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E2. Enter the 7-digit CIDI ID CODE.  This ID CODE is made up of 0 plus 6-digit patient ID #.  Do 
not record the “r” that will appear when you print out the ID.  (e.g. r0123456) 

 
E3.    If the CIDI was self-administered by the PATIENT, circle 1.  

If an INTERVIEWER administered the CIDI, circle 2.  
 
E4. If the patient has any DSM-IV diagnoses printed on the hard copy of file R[idnumber].SCS, 

enter “Yes”, and continue with question E5.  If there were no diagnoses, skip to question F1. 
 
E5.    Enter the number of DSM-IV diagnoses printed on the hard copy of file R[idnumber].SCS  

! The table in this section provides important detailed information regarding the DSM-IV 
diagnoses generated from the CIDI.  All of the required information can be obtained from 
the file R[idnumber].SCS  

! Space is provided on the form to record up to 4 diagnoses.  If additional space is needed, 
attach another sheet. 

 
E5a.  DSM-IV 5-digit diagnostic code 
! If a listed code has only 4 digits add a zero to the right side of the decimal point.  (e.g. 

300.4 = Dysthymia would be entered as 300.40) 
       

E5b.  Number of diagnostic criteria met:  Enter one of the following single digit code numbers 
identifying what level of diagnostic criteria was met. 
0 = Indeterminate diagnosis 
1 = Criteria for diagnosis not met 
3 = Positive criteria for diagnosis are met but exclusion criteria for the trial are not met 
5 = All diagnostic criteria are fulfilled 

 
E5c.  DSM-IV diagnosis text:  Write, verbatim, the DSM-IV diagnosis given. 

 
E5d.  Onset code: Enter one of the following single-digit code numbers identifying the diagnosis 

onset.  Zero (0) is a possible value. 
 1 = within the last 2 weeks 
 2 = 2 weeks to less than 1 month ago 
 3 = 1 month to less than 6 months ago 
 4 = 6 months to less than 1 year ago 
 5 = in the last 12 month, don’t know when 
 6 = more than 1 year ago 
 

E5e.  Age of onset:  If Onset is coded, then enter the 2-digit age of onset.  If not coded, enter -9. 
 

E5f.  Recency code:  Enter one of the following 1-digit recency codes, identifying the diagnosis 
recency. Zero (0) is a possible value. 

 1 = within the last 2 weeks 
 2 = 2 weeks to less than 1 month ago 
 3 = 1 month to less than 6 months ago 
 4 = 6 months to less than 1 year ago 
 5 = in the last 12 month, don’t know when 
 6 = more than 1 year ago 
   
      E5g.  Age of recency:  If Recency is coded, then enter the 2-digit age of diagnosis recency.  If not 

coded, enter -9. 
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SECTION F 
 
F1. Form #6: Baseline History has been completed. 
       
F2.    Form #41: Skinner has been completed. 
 
F3.    Form #40: Quality of Life has been completed. 
 
F4. Form #43: Symptoms has been completed. 
 
F5. Form #44: Beck Depression Inventory has been completed and evaluated by PI if score > 15. 
  
F6. If the patient has a history of severe or dose limiting neuropsychiatric toxicity during prior 

interferon treatment, source documentation must be available documenting that the patient 
has been referred to a consulting psychiatrist or psychologist, and that the patient is currently 
suitable for the HALT-C Trial.  Circle –1 if not applicable. 

 
F7. The patient has not attempted suicide or been hospitalized for depression within the past 5 

years and doesn’t  have a current (within 6 months) severe or poorly controlled psychiatric 
disorder. 

 
F8. The patient is willing to be assessed and followed by a mental health professional if s/he has 

had a recent (>6 mo and <5 years ago) severe or poorly controlled psychiatric disorder, or a 
suicide attempt or hospitalization for depression > 5 years ago.  Circle –1 if not applicable. 

 
F9. Form #70: Screening 1 Aliquot Form has been completed. 
 
F10. Form #71: Screening 2, Aliquot Form has been completed. 
 
F11. The Baseline Visit (W00) has been scheduled within 14 weeks of screening visit 1 or an 

exemption has been granted if not scheduled within this time period. 
 
F12.  Form #22: Ultrasound has been completed. An ultrasound must be performed during 

Screening for patients who do not have a recent ultrasound report (within 6 months). 
 
SECTION G: TRIAL INFORMED CONSENT 
 
G1.   Has the patient signed informed consent to enter the HALT-C Trial? 

! At your institution, trial informed consent may be a separate document or combined with 
the Screening consent. 

! Patients who refuse to sign the HALT-C Trial informed consent are not eligible to 
participate in the trial. 

 
G2. Did the patient sign Genetic Testing  - Consent for Testing? 

! At your institution, this may be a separate document or combined with other consents. 
! The patient can be enrolled in the trial without giving consent for Genetic Testing. 

 
G3. Did the patient sign Genetic Testing - Consent for Information? 

! At your institution, this may be a separate document or combined with other consents. 
! The patient may still be enrolled in the trial even giving consent for Genetic Testing 

Information. 
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SECTION H:  ANCILLARY STUDIES WITH SEPARATE CONSENT FORMS: 
 
General information on completing Section H   
Three ancillary studies (Immunology/Virology, Quantitative Assessment of Liver Function, and 
Cognitive Effects) require informed consents separate from the main HALT-C Trial consent.    
 
Answer the questions in this section about patient eligibility whether or not your site is 
participating in these ancillary studies. 
 
H1. Answer YES for patients from participating sites (11, 12, 16, 17) who fulfill eligibility criteria for 

the Immunology/Virology Ancillary Study.  Eligibility criteria for this ancillary study are 
described in the Manual of Operations, Section K-1. 
! Answer NO for patients from participating sites for whom there is inadequate liver tissue or 

who are otherwise ineligible. Skip to question H2. 
! Answer NO for patients from all other clinical sites.  Skip to question H2. 

 
      H1a.    Answer YES if the patient has signed a consent form to participate in the 

Immunology/Virology Ancillary Study.  
! If a patient later withdraws consent to participate in all or part of the 

Immunology/Virology Ancillary Study, complete Form #176. 
 
H2. Answer YES for patients from participating sites (14, 15, 19) who fulfill eligibility criteria for the 

Quantitative Assessment of Liver Function Ancillary Study.  Eligibility criteria for this ancillary 
study are described in the Manual of Operations, Section K-6. 
! Answer NO for patients from participating sites who are ineligible. Skip to question H3. 
! Answer NO for patients from all other clinical sites.  Skip to question H3. 

 
H2a.    Answer YES if the patient has signed a consent form to participate in the Quantitative 

Assessment of Liver Function Ancillary Study.  
! If a patient later withdraws consent to participate in the Quantitative Assessment of 

Liver Function Ancillary Study, complete Form #194. 
 
H3. Answer YES for patients from participating sites (17, 18) who fulfill eligibility criteria for the 

Cognitive Effects of Long-term Peginterferon alfa-2a Ancillary Study.   Eligibility criteria for this 
ancillary study are described in the Manual of Operations, Section K-4. 
! Answer NO for patients from participating sites who are ineligible.  Form is complete. 
! Answer NO for patients from all other clinical sites.  Form is complete. 

 
      H3a.    Answer “Yes” if the patient has signed a consent form to participate in the Cognitive 

Effects of Long-term Peginterferon alfa-2a Ancillary Study. 
! If a patient later withdraws consent to participate in the Cognitive Effects of Long-

term Peginterferon alfa-2a Ancillary Study, complete Form #155. 
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HALT-C Trial Q x Q 

Trial Ineligibility 
Form # 5 Version B: 12/03/2001    

 
Purpose of Form #5:  The Trial Ineligibility form is used to document why a patient is not eligible for 
the HALT-C Trial.  This form will be used to assess major reasons for exclusion and to assess how 
representative the HALT-C Trial population is of the clinic population.  Completion and data entry of 
this form ends the screening process. 
 
When to complete Form #5: The Trial Ineligibility Form may be completed at any time during pre-
screening or screening when the patient is found to be ineligible due to one or more ineligibility 
(exclusion) criteria.  It can be data entered at any time after data entry of Form #1: Trial ID 
Assignment and before data entry of Form #8: Baseline Date.  Data entry of Form #5 removes the 
expectancy for all other forms for the HALT-C Trial. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the patient number legibly.  
 
A2. Enter the patient’s initials.   
 
A3.  The visit number, S00, is pre-printed on the form, and does not need to be data entered. 
 
A4. Record the date that this form was completed in MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: REASON FOR TRIAL INELIGIBILITY 
 
This section contains a series of reasons used to verify the patient’s ineligibility for participation in the 
trial as outlined in the HALT-C Trial Protocol, Sections E and F.  Up to four reasons for ineligibility 
may be recorded.  Completion of this form ends the screening process.  If the patient is not willing to 
participate in the HALT-C Trial, it is important to obtain as much information as possible about any 
ineligibility criteria the patient may have. 
 
B1-B4: Record up to four codes corresponding to reasons for ineligibility.  To determine the 

patient’s status relative to these reasons, the Clinical Coordinator must review the patient’s 
medical records, interview the patient, and/or obtain source documentation from the 
patient’s physician.  

 
Codes 
 

1. Patient is less than 18 years old. 
 
2. Serology negative for HCV antibody. 
 
3. Previous IFN treatment dose or duration insufficient. 

! The patient did not receive prior treatment with interferon (standard or pegylated) at a 
minimum dose of 3 mU three times weekly (or its equivalent) for at least 12 weeks. 
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4. The patient had a documented response to the most recent prior course of interferon therapy. 
! A negative test for HCV RNA within 4 weeks prior to or 1 week after discontinuing the most 

recent course of interferon treatment.  This negative test must have occurred at treatment 
week 12 or later   or 

! If virologic measurements were not performed or are unavailable from the most recent 
treatment, serum ALT must not have been elevated at the onset and at any time during 4 
weeks prior to or 1 week after stopping this prior course of interferon therapy. 

 
5. A negative test for HCV RNA by the Core Virology Laboratory during the screening phase. 
 
7. A liver biopsy performed at least 6 months following the last course of interferon and within 12 

months prior to the baseline visit, confirming an Ishak score of less than stage 3 fibrosis as 
judged by the clinical center pathologist. 

 
8. Unwillingness of a female patient of child bearing potential to utilize adequate contraception 

during the entire 4 years of this study   or 
 

 Unwillingness of a male patient to utilize adequate contraception during the time he is treated 
with interferon-ribavirin combination therapy and for 6 months thereafter. 

 
9. Hepatitis B surface antigen positive within the past 12 months. 
 
10. Auto-immune hepatitis as defined by the following criteria:  

1) A titer for anti-nuclear antibody of 1:160 or greater; and either 2) or 3) 
2) Liver histology, in the opinion of the study pathologist, consistent with auto-immune 

hepatitis; and/or 
3) Previous response to immunosuppressive therapy 

 
11. Auto-immune cholestatic liver disorders as defined by all of the following criteria:  

! A persistent elevation in serum alkaline phosphatase and    
! A titer for anti-nuclear or anti-mitochondrial antibodies of greater than 1:160 or 1:40 

respectively and  
! Liver histology, in the opinion of the study pathologist, that is consistent with either primary 

biliary cirrhosis or sclerosing cholangitis. 
 

12. Wilson’s disease as defined by both of the following criteria:  
! A value for ceruloplasmin below the limits of normal and  
! Liver histology that, in the opinion of the study pathologist, is consistent with Wilson’s 

disease. 
 
13. Alpha-1-antitrypsin deficiency as defined by both of the following criteria:  

! A serum value for alpha-1-antitrypsin less than normal and 
! Liver histology that, in the opinion of the study pathologist, is consistent with alpha-1-

antitrypsin deficiency. 
 
14. Hemochromatosis or secondary iron overload as defined by both of the following criteria:  

! An elevated value for serum ferritin or an iron saturation (serum iron/IBC x 100%) of 
greater than 50%; and  

! Presence of 3+ or 4+ stainable iron on liver biopsy according to the study pathologist or a 
history of previous phlebotomy for iron overload. 

15. Steatohepatitis (alcohol or non-alcoholic) defined as histologic changes to include any 2 of the 
following 3 criteria: (1) steatosis; (2) mallory bodies; or (3) zone 3 pericellular fibrosis. 
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16. Drug-induced liver disease. 
 
17. A Child-Turcotte-Pugh score of greater than or equal to 7 points or any history of ascites or 

hepatic encephalopathy.  See Appendix B of the HALT-C Trial protocol for a definition of the 
score and for an adjustment to this score for patients with Gilbert’s syndrome. 

 
18. Any documented history of bleeding from either esophageal or gastric varices. 
 
19. A platelet count of less than 50,000/mm3. 
 
20. A neutrophil count of less than 1,000/mm3.  
 
21. A hematocrit of less than 33% or hemoglobin less than 11 gm/dl. 
 
22. For Lead-In type patients, an alpha-fetoprotein of greater than 200 ng/ml.  For Express type 

patients, an alpha-fetoprotein of greater than 1,000 ng/ml. 
 
23. Evidence of a hepatic mass lesion by ultrasound, CT, or MR scan that is suspicious for 

hepatocellular carcinoma. 
 
24. Renal insufficiency defined by a serum creatinine greater than 1.5 mg/dL.  
 
25. A positive test for HIV confirmed by Western blot obtained within the past 12 months. 
 
26. Diabetes that, in the opinion of the Investigator, is not controlled by diet, an oral hypoglycemic 

agent, and/or insulin. 
 
27. Patient has hemophilia. 
 
28. Patient has received an organ, limb, or bone marrow transplant. 
 
29. Patient requires the use of certain chronic medications such as immunosuppressive 

medications (corticosteroids, methotrexate, azathioprine) or coumadin.  
 
30. Patient has active systemic autoimmune disorders such as rheumatoid arthritis, systemic 

lupus, etc. 
 
31. Patient has had a malignancy diagnosed and/or treated within the past 5 years, except for 

localized and treated squamous or basal cell cancers. 
 
32. Patient has serious cardiac, cerebrovascular, or pulmonary disease that, in the opinion of the 

investigator, would preclude treatment with interferon and/or ribavirin. 
 
33. Patient has an underlying hematologic abnormality that, in the opinion of the investigator, 

would preclude treatment with interferon. 
 
34. Patient has a history of seizure disorder within the past 2 years that has not been well 

controlled by anti-seizure medications. 
 
35. Patient is pregnant or breastfeeding. 
 
36. Patient is the male partner of a woman who is pregnant or breastfeeding. 
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37. Patient has had active alcohol abuse within the past 12 months. 
 
38. Patient has used illicit drugs (e.g. heroin, cocaine, angel dust, etc.) within the past 2 years. 
 
39.       Patient has a history of severe or poorly-controlled psychiatric disorder which includes a 

history of any one of the following:  
! Major depression requiring hospitalization or electroconvulsive therapy 
! Suicide attempt within the past 5 years 
! Schizophrenia or other psychotic disorders 
! Bipolar illness requiring medication 
! Other severe or poorly controlled psychiatric disorder (e.g. obsessive-compulsive disorder, 

severe anxiety, personality disorder) that has led to repeated hospitalizations or poor 
compliance. 

 
40.       Patient has been intolerant to previous interferon therapy. 
 
41.       Patient is unable to provide informed consent. 
 
42.       Patient signed informed consent, but is no longer willing to participate in the HALT-C Trial. 
 
43. Patient is unable or unwilling to undergo three liver biopsies over 4 years for assessment of 

hepatic histology during this trial. 
 
44.       Patient has a serum bilirubin above 2.5 mg/dL that, in the opinion of the investigator, is not due 

to Gilbert’s syndrome or to use of ribavirin. 
 
45.       Patient is participating in another clinical trial. 
 
46.       Non-response to the most recent course of interferon treatment is not documented as required 

by the protocol.  Sufficient documentation is defined as: 
! A positive test for HCV RNA 4 weeks prior to or 1 week after discontinuing the most recent 

course of interferon.  This positive test must have occurred at treatment week 12 or later. 
! If virologic measurements were not performed or are unavailable from the most recent 

treatment, serum ALT must have been elevated at the onset and at any time during 4 
weeks prior to or 1 week after stopping this prior course of interferon therapy. 

 
47.       The patient is unwilling to participate in the HALT-C Trial because of possible side effects of 

Trial medications. 
 
48.       The patient is not willing to participate in the HALT-C Trial due to the possibility of being 

randomized to the control group (possibility of being untreated). 
 
49.       The patient is not willing to participate in the HALT-C Trial due to the long duration of the Trial. 
 
50.       The patient is unwilling to participate in an experimental research study. 
 
99. Patient has another condition that, in the opinion of the Investigator, would make the patient 

unsuitable for enrollment, or could interfere with participating in or completing the protocol. 
! Specify the reason (up to 25 characters) in the box for B1 – B4. 
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HALT-C Trial Q x Q 

Baseline History    
Form # 6 Version B: 08/20/2001 

Purpose of Form #6: The purpose of the Baseline History form is to: 
! Learn about the patient’s exposure to the hepatitis C virus 
! Record the investigator’s assessment of the year that the patient was infected with hepatitis C 
! Document prior treatments with interferon or interferon/ribavirin combination therapy 

 
When to complete Form #6:  This form should be completed at the Screening visit (S00) for all 
patients entering the HALT-C Trial. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. The visit number, S00, is pre-printed on the form. 
 
A4. Record the date of the baseline visit using the MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: HEPATITIS C RISK FACTORS  
 
Section B asks about the patient’s exposure to the hepatitis C Virus. For YES/NO questions, please 
circle 1 for YES or 2 for NO. 
 
B1. Enter the date in MM/YYYY format when the patient first tested positive for hepatitis C. 
 
B2a. – B2g.   Circle 1 for YES or 2 for NO and continue to next question. 
 
B2h. If NO, skip to B2j.  If YES, continue to B2i.  
 
B2i. Enter the date in MM/YYYY format when patient was first told s/he had non-A, non-B hepatitis. 
 
B2j. If YES, circle 1 and specify reason on the line provided.  40 spaces are provided. If NO, circle 

2 and continue to B3. 
 
B3.  If NO, skip to B4.  If YES, record the number of times the patient received a blood transfusion 

and the year(s) (YYYY) received starting with the earliest year.  If patient has received more 
than 4 transfusions, record the years of the four earliest transfusions. 

 
B4.  If NO, skip to B5.  If YES, record the first and last year (YYYY) the patient had direct contact 

with human blood. 
 
B5.  If NO, skip to B6.  If YES, record the number of times the patient received a needle stick and 

the years (YYYY) exposed, starting with the earliest year.  If patient has received more than 4 
needle sticks, record the years of the four earliest needle sticks. 
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B6.  If NO, skip to B7.  If YES, record the number of times tattooed and the years (YYYY) starting 

with the earliest year.  If the patient has been tattooed more than 4 times, record the years of 
the four earliest tattoos. 

 
B7.  If NO, skip to B8.  If YES, record the number of times of body piercing and the years (YYYY) 

starting with the earliest year.  Note that ear piercing is not included.  If the patient has 
received more than 4 body piercings, record the years of the four earliest piercings. 

 
B8.  If NO, skip to B9.  If YES, record dates in years (YYYY) of first and last injection of recreational 

drugs.  Record approximate number of times the patient reports injecting recreational drugs 
during her/his lifetime. 

 
B9.  If NO, skip to B10.  If YES, record dates in years (YYYY) of first and last time the patient 

snorted cocaine.  Circle the approximate range of times the patient reports snorting cocaine 
during her/his lifetime. 

 
B10. Record in years (YYYY) the date that the patient thinks s/he was infected with hepatitis C. 
 
After completion of the interview, the interviewer should sign the form at the end of Section B. 
 
This is the last question of the patient interview. 
 
SECTION C: INVESTIGATOR’S ASSESSMENT OF ACQUISITION OF HEPATITIS C 
 
Section C records the investigator’s assessment of the source and year that the patient was infected 
with hepatitis C. Information is gleaned from medical records and patient interview.  The investigator 
should complete this section. 
 
C1. If NO, circle 2 and skip to C3.  Record whether the patient became infected with hepatitis C as 

a result of injections or procedures related to medical care.  If YES, circle 1 and continue to 
C2.     

 
C2. Record the investigator’s confidence in relating the source of infection to medical procedures.  

Circle 1 for PROBABLE, 2 for POSSIBLE, or 3 for UNLIKELY. 
 
C3. Record date in years (YYYY) of the earliest year the patient could have contracted hepatitis C. 
 
C4. Circle the appropriate level of confidence regarding the estimate of the correct year. 

! If PROBABLE, circle 1 and continue to C5. 
! If POSSIBLE, circle 2 and continue to C5. 
! If UNLIKELY, circle 3 and skip to Section D. 

 
C5. If NO, circle 2 and skip to Section D. If YES, circle 1 and continue to C6.   
 
C6. Record the range of dates in years (YYYY) when the patient most likely contracted hepatitis C. 
 
C7. Record the investigator’s confidence in the estimated range of years the patient could have 

contracted hepatitis C. Circle 1 for PROBABLE, 2 for POSSIBLE, or 3 for UNLIKELY. 
  
The investigator should sign the form, where indicated, upon completion of section C. 
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SECTION D: PRIOR TREATMENT WITH INTERFERON (CHART ABSTRACTION) 
 
General Instructions for Section D:   
The patient’s most recent course of treatment for hepatitis C prior to the HALT-C trial was recorded on 
the Trial ID Assignment form (#1).  Section D is used to document all other courses of treatment prior 
to or after the most recent course of treatment.  Answer these questions using chart review and/or 
patient interview. 
 
D1. If the patient had more than one course of treatment prior to the HALT-C trial, circle 1 for YES 

and continue to D2. 
 

If the patient had only one course of treatment prior to the HALT-C trial (the course of 
treatment documented on the Trial ID Assignment form #1), circle 2 for NO and skip the form 
is complete. 

 
D2. Enter the number of courses of treatment that the patient had prior to or after the most recent 

treatment.  Do not include the most recent treatment. 
 
D3. Prior courses of treatment: 

! For each prior treatment with interferon (not including the most recent one), record the 
appropriate type using the Medication Code List in column a.  

! For each prior treatment with interferon (not including the most recent one), record the 
approximate duration of treatment.  Treatment duration of “inadequate” length should also 
be recorded.  

! The start date of interferon treatment should only be recorded for the very first course of 
treatment. 

! Treat a change in type of medication as a subsequent course of treatment.  For such a 
case, move to the next row and record the type and duration of treatment. 
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HALT-C Trial Q x Q 

Baseline Medications Interview  

Form # 7 Version B: 12/03/2001   

Purpose of Form #7: The Baseline Medications Interview form records all prescription, 
complementary, herbal, and alternative medications, and all other over the counter medications that 
the patient is currently taking.  This list of baseline medications will be used to generate a list of 
medications on the patient’s Visit Control Sheet for the next study visit.  This form also uses patient 
interview format to record the historic use of complementary, herbal, and alternative medications. 
 
When to complete Form #7: This form is completed at the baseline visit (W00) for all Lead-In 
patients entering the trial.  It is also completed at the randomization visit (R00) for Express patients. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided. 

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to the visit number. 
 
A4. Record the date of the baseline visit using the MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.   
 
SECTION B:  CURRENT PRESCRIBED MEDICATIONS  
 
General Instructions for Section B: 
! Record the currently used prescription medication names in the spaces provided, one medication 

per line.  Prescription medications are those medications that require a prescription to obtain.  
Only oral prescription medications should be included, not lotions, ointments, or topical sprays. 
 

! In the shaded column B2b, record the code for each medication, using the Medication Code List.   
 

! The Medication Code List is a special list prepared for this trial.  It is provided in a separate binder.  
Prescription medications have codes of the form XXX_R01.  The first three letters are the first 
three letters of the first ingredient (listed in alphabetic order). 

 
B1. A doctor or nurse practitioner must have prescribed the medications.  If the answer is YES, 

circle 1 and continue to B2.  If the answer is NO, circle 2 and skip to C1. 
 
B2a. Record prescription medication names in the spaces provided, one per line.  
 
B2b. Record the code for each medication, using the Medication Code List. 
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SECTION C: PAST HERBAL, ALTERNATIVE, DIETARY SUPPLEMENTS AND OTHER 
BOTANICAL MEDICATIONS  
 
General Instructions for Section C: 
 
! For this section only, show the patient card #10, Complementary and Alternative Medications.  

The interest in section C is primarily with the medications included on card # 10. 
 
! Record all complementary and alternative medication names in the spaces provided, one per line.  

Only oral medications should be included, not lotions, ointments, or topical sprays.  Herbal or 
alternative dietary supplements should be recorded in section C.   

 
! To record multiple medications or combination medications (such as milk thistle with echinacea), 

record each ‘active’ ingredient on a separate line.   
 
! To record vitamins with herbs, record only the herbs or botanical medications, one herb or 

botanical medication per line in Section C.  For example, if the patient says he/she is taking 
vitamin A, C and E with chamomile, ginkgo, and goldenseal, record chamomile, ginkgo, and 
goldenseal, list each on a separate line in Section C.  Multiple vitamins can be coded as such 
without listing each vitamin. 

 
! Record the code for each medication, using the Medication Code List.  The Medication Code List 

is a special list prepared for this trial.  It is provided in a separate binder.  Nonprescription (herbal, 
alternative, dietary supplements, over the counter) medications have codes of the form XXX_001.  
The first three letters are the first three letters of the most frequently used common name of the 
herb or alternative medicine or the first active ingredient (listed in alphabetical order) of the over 
the counter medication.   

 
! Repeat questions C2a - C2d for each medication the patient took at least once a week for one 

month or longer.   
 
C1. If the answer is YES, circle 1 and continue to C2.  If the answer is NO, circle 2 and skip to D1.  

If the answer is DON’T KNOW, circle -8 and skip to D1. 
 
C2a. Record the medication name in the space provided, one per line. 
 
C2b. Record the code for each medication, using the Medication Code List.  
   
C2c. Record the total number of years the patient has taken the medication at least once a week for 

one month or longer.  If the patient states less than a year, record 00.  Do not leave C2c blank.   
 
C2d. Record the total number of months the patient has taken the medication at least once a week 

for one month or longer.  If the patient states the answer in years, for example states ‘about 2 
years’ probe to determine if this was exactly 2 years.  If the patient states yes, it was 2 years, 
record 02 in C2c and 00 in C2d.  
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SECTION D:  CURRENT NON-PRESCRIPTION MEDICATIONS (HERBAL, ALTERNATIVE, OR 
OTHER OVER THE COUNTER) 
 
! Record all non-prescription medications or supplements in the spaces provided, one per line.  

Only oral non-prescription medications or supplements should be included, not lotions, ointments, 
or topical sprays. 

 
! Do not repeat items listed in Section C. 
 
! Record the code for each medication, using the Medication Code List. 
 
D1. The medications should NOT have been prescribed by a doctor or nurse practitioner.  If the 

answer is YES, circle 1 and continue to D2.  If the answer is NO, circle 2 and the form is 
complete. 

 
D2a. Record the non-prescription medication name in the spaces provided, one medication per line.  
 
D2b. Record the code for each medication, using the Medication Code List.  Most combination 

medications are listed as such in the code list.  If a combination is not listed, code the separate 
ingredients.  Multiple vitamins may be coded as such rather than listing all of the ingredients. 
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HALT-C Trial Q x Q 

Baseline Visit Date 
Form # 8 Version A: 06/15/2000 

 
Purpose of Form #8:   The Baseline Visit Date form records the date that a Lead-In patient received 
the initial supply of Trial medications.  This is the date of the baseline visit (W00), and is the official 
date of entry into the Lead-In phase of the HALT-C Trial.  All visit windows for the week 2 to week 24 
visits (W02 – W24) will be set based on the Baseline Visit Date. 
  
When to complete Form #8: The Baseline Visit Date form must be the first form data entered for the 
baseline visit (W00).  Other baseline forms cannot be data entered until the Baseline Visit Date form is 
data entered. 
 
Note:  The baseline visit (W00) should occur within 8 weeks of the end of screening (the date that 
screening was completed, as recorded on form #4, Screening Checklist). 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. The visit number W00 is pre-printed on the form. 
 
A4. Record the date that the form was completed using the MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.   
 
 
SECTION B:  OFFICIAL DATE OF ENTRY INTO THE HALT-C TRIAL 
 
B1.  Record the date using the MM/DD/YYYY format that the patient received the initial supply of 

Trial peginterferon and ribavirin.  This is the official date of the baseline (W00) visit, and is the 
date that sets visit windows for W02 – W24 visits. 

 
B2. Circle 1 for YES or 2 for NO depending on whether the baseline visit was completed on the 

day that the patient received the initial supply of Trial medications. 
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HALT-C Trial Q x Q 

Genetic Consent Status Change Form    
Form # 9 Version A: 09/20/2004 

 
Purpose of Form #9: This form should be completed for any patient at any clinical site who decides 
to change his/her status on consent for genetic testing or consent for receiving genetic information. As 
of September 17, 2004 this form should be used instead of changing a patient’s genetic consent on 
Form # 4 (Screening Checklist) or Form # 94 (Express Screening Checklist). 
 
Where to add Form #9: Add this form to the study visit where the consent status change occurred, 
except the Screening (S00) visit. To add a form to a visit, click on the “Additional Forms” button at the 
bottom of the screen. Choose “#9: Genetic Consent Status Change” from the pull down menu, and 
then click the “OK” button. To see where this form has been data entered, please click on the “More” 
link in the upper right hand corner of the screen. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 

 
A4. Record the date the form was completed in the MM/DD/YYYY format.    
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: CONSENT FOR GENETIC TESTING AND INFORMATION 
 
B1.   Is the patient changing his/her genetic testing consent status? 
 

! Circle 1 for YES if the patient is making a change at this time on the portion of the HALT-C 
Main Trial consent form regarding genetic testing. Continue to Question B2. 

 
! Circle 2 for NO if the patient is not making a change at this time on the portion of the 

HALT-C Main Trial consent form regarding genetic testing. Skip to Question B4. 
 
B2. New genetic testing consent status: 
 

! Circle 1 if the patient is now giving consent for genetic testing on his/her HALT-C samples.   
! Genetic tests will be conducted from this time forward. 

 
! Circle 2 if the patient is now withdrawing consent to genetic testing on his/her HALT-C 

samples.  
! All genetic tests that have already been completed will remain in the HALT-C 

database.  No further genetic tests will be conducted from this time forward. 
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B3.  Date of change in genetic testing consent status: 
 

! Record the month, day, and year the status changed in MM/DD/YYYY format. This is the 
date that the patient signed the informed consent form. 

 
B4. Is the patient changing his/her genetic information consent status? 
 

! Circle 1 for YES if the patient is making a change at this time on the portion of the HALT-C 
Main Trial consent form regarding receiving reports about his/her genetic information. 
Continue to Question B5. 

 
! Circle 2 for NO if the patient is not making a change at this time on the portion of the 

HALT-C Main Trial consent form regarding receiving reports about his/her genetic 
information. Skip to Question B7. 

 
B5.  New genetic information consent status: 
 

! Circle 1 if the patient is now giving consent to receive reports about his/her genetic 
information and test results.   
! Genetic reports will be produced for the patient from this time forward. 

 
! Circle 2 if the patient is now withdrawing consent to receive reports about his/her genetic 

information and test results.   
! Genetic reports will not be produced for the patient from this time forward. 

 
B6.  Date of change in genetic information consent status: 
 

! Record the month, day, and year the status changed in MM/DD/YYYY format. This is the 
date that the patient signed the informed consent form. 

 
B7.  Explain briefly: 
 

! Record a brief explanation why the patient chose to change his consent status at this time. 
Two hundred and fifty characters, including spaces and punctuation, are provided. 
Explanation examples:   
! “IRB required re-consent of HALT-C patients with revised consent form. This patient 

decided to withdraw his prior consent to genetic testing and receiving genetic 
information.” 
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HALT-C Trial Q x Q 

Study Visit   
Form # 10  Version B: 10/01/2001  

 
Purpose of Form #10: The Study Visit form uses interview format to document any overnight 
hospitalizations, day surgery, visits to a healthcare provider, and/or changes in health the patient may 
have had since the last study visit.  The form also records the patient's method of contraception and 
any doses of trial medication that the patient may have missed. 
 
When to complete Form #10: This form should be completed for all patients at each study visit, 
beginning with the Week 2 (W02) study visit for Lead-In patients or the Month 9 (M09) visit for 
Express patients.  
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date of this visit using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: HOSPITALIZATION, SURGERY, VISIT TO A HEALTHCARE PROVIDER, AND 
CHANGES IN HEALTH 
 
The purpose of this section is to assess the need to obtain additional information from the patient 
regarding their health status since the last visit. This section should be administered using appropriate 
interview technique.  The patient diary should be referred to as necessary. 
 
If the patient answers YES to any question, complete the interview as written.  Once the interview is 
concluded, you may probe the patient for additional information to determine if an Adverse Event 
Form #60, a Serious Adverse Event Form #61, or a Clinical Outcome Form #63 should be completed. 
 
For each hospitalization, surgery, visit to a healthcare provider, and if appropriate, changes in health, 
have the patient sign a medical record release form. 
 
B1.  If the patient was hospitalized overnight for any reason since the last study visit, circle 1 for 

YES. Otherwise, circle 2 for NO. 
 
B2.  If the patient had surgery not requiring an overnight stay in the hospital for any reason since 

the last study visit, circle 1 for YES. Otherwise, circle 2 for NO. 
 

B3.  If the patient saw a healthcare provider since the last study visit for any reason not previously 
discussed, including any visit to an emergency room (unless the patient was admitted to the 
hospital from the emergency room), circle 1 for YES. Otherwise, circle 2 for NO. 
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B4.  If the patient had a change in health (including new or changing symptoms) since the last 
study visit not previously discussed, circle 1 for YES. Otherwise, circle 2 for NO. 

 
 
SECTION C:  ADEQUATE CONTRACEPTION 
 
For female patients, Section C should be completed at each study visit. 

 
For male patients, Section C should be completed while the patient is taking interferon-ribavirin 
combination therapy and for 6 months thereafter as follows: 
! Lead in phase: Complete at all visits, beginning with Week 2 (W02) 
! Randomized phase: Complete at M09 
! Week 20 responders: Complete at W30-W60 

 
For all other visits for male patients, record “-1” for question C1 and then skip to section D. 
 
C1. Use standard interview technique to review the method(s) of contraception the patient is using. 

A “-1” should be recorded in the next box after filling in all applicable codes. 
 

! Enter the code(s) corresponding to each method of contraception that the patient or the 
patient’s partner is using.   

 
! Code of 5, “Barrier method plus contraceptive jelly”: 
! The patient must be using a barrier method AND contraceptive jelly or foam.   

 
! Code of 6, “Patient or patient’s partner not of childbearing potential” includes: 
! Women who have had a hysterectomy, their fallopian tubes or ovaries removed, or are 

menopausal. A diagnosis of infertility should NOT be included. 
! Male partners of male patients.     

 
! If the patient or patient’s partner is using a type of contraception for which a code is not 

listed, enter a code of 99 for “other” and specify the type in the space provided. 
 

! Enter a code of 99 for “other” if a female patient is in the control group, and specify “Pt. In 
control group” in the space provided.   

 
 
SECTION D:  MISSED DOSES OF TRIAL MEDICATION(S) 
 
This section documents the doses of either HALT-C Peginterferon alfa-2a or Ribavirin the patient may 
have missed. 

 
Use the patient diary to review any documented missed doses.  Record missed doses on this form IF: 
! Initiated by the patient  
! Initiated by non-HALT-C personnel (such as the patient’s primary care physician) 
! Less than 2 consecutive doses of interferon 
! Less than 4 consecutive doses of ribavirin 
 
Form #28 and/or Form #29 should be used for recording missed doses or dose adjustments due to 
the protocol or the HALT-C PI’s discretion.   
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D1.  Since the last Form #10 was completed, did the patient take any Peginterferon alfa-2a for the 
HALT-C Trial? If yes, then record either a YES or NO. 

 
! Circle 1 for YES if the patient was expected to take any Peginterferon alfa-2a since the last 

time a Form #10 was completed and missed one or more doses.  Continue to Question 
D2. 

 
! Circle 2 for No if the patient was expected to take any Peginterferon alfa-2a since the last 

time a Form #10 was completed and did not miss any doses.  Skip to Question D4. 
 

! Circle 3 for N/A if the patient was not expected to take any Peginterferon alfa-2a since the 
last time a Form #10 was completed.  Skip to Question D4. 

 
! Circle 3 for N/A if the patient is in the control group and has taken any Peginterferon from a 

non-HALT-C physician since the last time a Form #10 was completed.  (Record the non-
HALT-C Peginterferon on Medications Interview Form #12.)  Skip to Question D4. 

 
 
D2. Indicate the number of doses of Peginterferon alfa-2a not taken since the last study visit. 

Include only those doses of Peginterferon alfa-2a the patient has missed entirely (regardless 
of the reason) and did not take at a later time to stay on the medication schedule.   

 
! If the patient took a reduced dose of Peginterferon alfa-2a, record the dose reduction on 

the Peginterferon alfa-2a Dose Adjustments Form #28. 
 
 
D3a.   Enter the date(s) the patient did not take the dose(s) using MM/DD/YYYY format. 
 
 
D3b.  Using the code box, indicate the reason the dose(s) was not taken. 
 

! If using “Other” code 99, explain on the line provided.  Forty characters (including 
punctuation and spaces) are provided. 

 
 
D4.  Since the last Form #10 was completed, did the patient take any ribavirin for the HALT-C 

Trial? If yes, then record either a YES or NO. 
 

! Circle 1 for YES if the patient was expected to take any ribavirin since the last time a Form 
#10 was completed and missed one or more doses.  Continue to Question D5. 

 
! Circle 2 for No if the patient was expected to take any ribavirin since the last time a Form 

#10 was completed and did not miss any doses.  The form is complete. 
 

! Circle 3 for N/A if the patient was not expected to take any ribavirin since the last time a 
Form #10 was completed.  The form is complete. 

 
! Circle 3 for N/A if the patient is in the control group and has taken any ribavirin from a non-

HALT-C physician since the last time a Form #10 was completed.  (Record the non-HALT-
C ribavirin on Medications Interview Form #12.)  The form is complete. 
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D5. Indicate the number of doses of ribavirin not taken since the last study visit. Include only those 
doses of ribavirin the patient has missed entirely (regardless of the reason) and did not take at 
a later time to stay on the medication schedule.   

 
! If the patient took a reduced dose of ribavirin, record the dose reduction on the Ribavirin 

Dose Adjustments Form #29. 
 
 
D6.  Using the code box, indicate the reason the dose(s) was not taken. 
 

! If using “Other” code 99, explain on the line provided.  Forty characters (including 
punctuation and spaces) are provided. 
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99”other” 
pt in 
control

How do I answer the contraception question 
for control patients? 

Pt in control group 

Pt in control 
group: N/A 

Pt in tx group, was 
taken off peg since 
last visit by HALT-
C PI & remains off 
peg: N/A 

Pt in tx group, but 
has refused to take 
peg: N/A 

Pt in control group 
but is taking peg 
not associated with 
HALT-C: N/A 

Pt in tx group, 
remains taking peg 
since last visit, 
except one time 
when the dentist 
told him to stop for 
one week: YES 

Male pts:
Skip after 
Month 9 

Since the last 
Form #10 was 
completed, did the 
pt take any Peg for 
the HALT-C 
Trial? If YES, then 
answer with either 
a YES or NO any 
doses missed not 
recorded on Form 
# 28. 

Pt in tx group, 
remains taking peg 
since last visit, has 
missed no doses: 
NO 

Any pt who has 
N/A has Form # 
28 stating dose = 
0.

3

99 
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HALT-C Trial Q x Q 

Physical Exam    
Form # 11  Version A: 06/15/2000  (Rev. 03/20/2002) 

 
Purpose of Form #11:  The Physical Exam form records general and physical examination results.  
Because Form #11 may be used as a source document, data collectors must sign the form. 
 
When to complete Form #11:  Form #11 should be completed for all patients at the following visits.   
 

• Screening Phase: Screening Phase study visit 1 (S01).   
• Lead-In Phase patients: Week 12 (W12) and Week 20 (W20).   
• W20 Responder Phase patients: Week 36 (W36), Week 48 (W48) and Week 72 (W72). 
• Randomized patients: Every randomized phase study visit.   

 
Some sections and questions on Form #11 are not required at all visits, as described on the form and 
in the instructions below. The information may still be recorded on Form #11, but the HALT-C Data 
Management System (DMS) will not expect this data when data entry is performed.  The DMS is 
programmed to automatically skip any questions that are not required. 
 
If no physical examination was done and no data is recorded in Sections B-D, record a brief 
explanation on the incomplete Form #11.  The data entry person should set the Form #11 to missing 
in the DMS and type the explanation in the “Enter Missing Form Reason” box. 
 
If only a partial physical examination was completed, record a brief explanation on the incomplete 
Form #11.  The data entry person should enter all recorded data and type an explanation in form level 
and field level comments as necessary.  

 
It is not sufficient to write “Not Done.” Explanation examples:   
! “Physician unavailable.” 
! “Pt late for appt., no MD available.” 
 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date the physical exam was done using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing the form.   
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SECTION B:  GENERAL EXAMINATION   
 
Note: The HALT-C staff member who collects the data recorded in Questions B1 – B5 must sign the 
form on page 1. 
 
B1. Record the patient’s weight at every visit that requires a Form #11. 
 

! Weigh the patient with clothes on and heavy outerwear and shoes off. 
! Record the weight in units (kg or lb) that were used on the measuring instrument.  It is not 

necessary to record both kilograms and pounds. 
! Round kilograms to 0.1 kg.  Round pounds to the nearest lb. 

 
B2. Record the patient’s height only on the Screening Phase (S00) Form #11. Skip this question at 

all other study visits. 
 

! Measure height with shoes off and all headgear removed. 
! Record the height in units (cm or in) that were used on the measuring instrument.  It is not 

necessary to record both centimeters and inches. 
! Round centimeters to the nearest cm.  Round inches to the nearest inch. 

 
! If the patient’s height was not recorded on Form #11 at the Screening Visit (S00), it can be 

measured at a later visit.  Record the height on the S00 Form #11 with your initials, date, 
and a brief explanation. The data entry person should update Question B2 on the S00 
Form #11 and add the explanation as a field level comment. 

 
B3.   Record the patient’s waist circumference at the following three visits.  Measurement 

instructions are provided on the next page of this QxQ. 
• Screening Phase: Screening visit 1 (S01).   
• Randomized Phase patients: Month 24 (M24) and Month 48 (M48).   

 
! If the patient’s waist circumference was not recorded on Form #11 at the S00, M24, or M48 

visits, it can be measured up to six months later.  Record the waist circumference on the 
Form #11 with your initials, date, and a brief explanation. The data entry person should 
update Question B3 on the appropriate S00, M24, or M48 Form #11 and add the 
explanation as a field level comment. 

 
B4. Record the patient’s blood pressure at the following visits: 

• Screening Phase: Screening visit 1 (S01).   
• Responder Phase patients: Week 36 (W36), Week 48 (W48) and Week 72 (W72). 
• Randomized Phase patients: Month 12 (M12), Month 24 (M24), Month 36 (M36), and 

Month 48 (M48).  
 
! Record systolic and diastolic blood pressure in mmHg. 

 
B5. Record the patient’s pulse at the following visits: 

• Screening Phase: Screening visit 1 (S01).   
• Responder Phase patients: Week 36 (W36), Week 48 (W48) and Week 72 (W72). 
• Randomized Phase patients: Month 12 (M12), Month 24 (M24), Month 36 (M36), and 

Month 48 (M48).  
 
! Record pulses per minute. 
After answering Question B5, sign the form.  
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Waist Circumference Measurement Instructions 
! To define the level at which waist circumference is measured, a bony landmark is first 

located and marked.   
! The patient stands, and the examiner, positioned at the right of the patient, palpates the 

upper hipbone to locate the right iliac crest. (See figure below.)    
! Just above the uppermost lateral border of the right iliac crest, a horizontal mark is drawn, 

and then crossed with a vertical mark on the midaxillary line. 
! The measuring tape is placed in a horizontal plane around the abdomen at the level of this 

marked point on the right side of the trunk. 
! The plane of the tape is parallel to the floor, and the tape is snug, but does not compress 

the skin. 
! The measurement is made at normal minimal respiration. 
! Record the circumference in units (cm or in) that were used on the measuring instrument.  

It is not necessary to record both centimeters and inches. 
! Round centimeters to the nearest cm.  Round inches to the nearest inch. 
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Note: The HALT-C staff member who collects the data recorded in Questions B6 – B20 must sign 
the form on page 2. 
 
B6 – B20. The physical exam must be done by an MD, NP, or PA affiliated with the HALT-C trial. 

The findings of the physical exam must be recorded at the study visits listed below.  
 

• Screening Phase: Screening visit 1 (S01).   
• Responder Phase patients: Week 36 (W36), Week 48 (W48) and Week 72 (W72). 
• Randomized Phase patients: Month 12 (M12), Month 24 (M24), Month 36 (M36), 

and Month 48 (M48).  
 

The findings of the physical exam may also be recorded on Form #11 at other study 
visits, but the data is not data entered in the DMS. 

 
! For each question, circle one number to indicate whether the physical examination 

findings were normal, abnormal, or not evaluated.   
! Circle 1 for normal finding(s). Continue to the next question. 
! Circle 2 for abnormal finding(s). Provide a brief description for any finding that is 

abnormal.  (Forty spaces including punctuation and spaces are provided in the 
DMS.) Then continue to the next question. 

! Circle 3 if the item was not evaluated during the physical examination. Continue to 
the next question. 

! After answering Question B20, sign the form.   
 
 
Note: Sections C and D should be completed at every visit that requires a Form #11. The HALT-C 
staff member who collects the data recorded in Sections C and D must sign the form on page 3. 
 
SECTION C:  LIVER RELATED PHYSICAL FINDINGS 
 
A partial physical exam must be completed in order to record data in Section C. The physical exam 
must be done by an MD, NP, or PA affiliated with the HALT-C trial. 
 
C1.  Hepatomegaly 

! Consider any liver readily palpable below the right costal margin (RCM) to be enlarged and 
circle 1 for YES. Continue to Question C1a. 

! Circle 2 for NO if there is no hepatomegaly. Skip to Question C2. 
 
C1a.  Span (right midclavicular line) 

! Indicate the total span in centimeters of the liver in the midclavicular line from top to 
bottom. 

! Round to the nearest centimeter (cm).  
! Continue to Question C2. 

 
C2.  Splenomegaly 

! Circle 1 for YES if the spleen is palpable. Continue to Question C3. 
! Circle 2 for NO if the spleen is not palpable. Continue to Question C3. 

 
C3.  Ascites 

! Circle 1 for YES if ascites is detected. Continue to Question C3a. 
! Circle 2 for NO if there is no ascites detected. Skip to Question C4. 
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C3a.  Ascites severity 

Characterize the ascites using the following definitions (and confirm by ultrasound) 
! Mild: barely detectable. Circle 1 and continue to Question C4. 
! Moderate: easily detectable. Circle 2 and continue to Question C4. 
! Severe: large (tense) abdomen. Circle 3 and continue to Question C4. 

 
C4.  Jaundice 

! Circle 1 for PRESENT if there is any physical evidence of jaundice (yellow tinge to the 
skin, scleral icterus). 

! Circle 2 for ABSENT if there is no physical evidence of jaundice. 
 

C5.  Encephalopathy 
! Circle 1 for YES if encephalopathy is detected. Continue to Question C5a. 
! Circle 2 for NO if there is no encephalopathy detected. Skip to Question C6. 

 
C5a.  Encephalopathy grade 

Circle the corresponding encephalopathy grade using the following definitions then continue to 
Question C6. 
! Grade 1: mild confusion; sleep disorder; forgetfulness; altered mood (euphoria, 

depression) or behavior; slurred speech; may have asterixis 
! Grade 2: lethargy; moderate confusion; drowsiness; inappropriate behavior; asterixis 
! Grade 3: stupor (can speak and obey simple commands); somnolent, but arousable; 

inarticulate speech; marked confusion 
! Grade 4: coma 

 
C6.  Edema 

! Circle 1 for YES if edema is detected. Continue to Question C6a. 
! Circle 2 for NO if there is no edema detected. Skip to Section D. 

 
C6a.  Edema severity 

! Circle the grade corresponding to the edema severity using your best clinical judgment. 
 
 
Note: Sections C and D should be completed at every visit that requires a Form #11. The HALT-C 
staff member who collects the data recorded in Sections C and D must sign the form on page 3. 
 
 
SECTION D:  NEW FINDINGS 
 
Section D should be completed by an MD, NP, or PA affiliated with the HALT-C trial. 
 
D1.  Are there any new findings at this visit? 

! Circle 1 for YES if there are new findings. Continue to Question D2. 
! Circle 2 for NO if there are no new findings. After signing, the form is complete. 

 
D2.  Specify new findings. 

! Provide a brief description of new findings not described elsewhere on this form.  (Forty 
spaces including punctuation and spaces are provided in the DMS.)  

! After signing, the form is complete. 
 
! If applicable, Adverse Event Form #60, Serious Adverse Event Form #61, and/or Clinical 

Outcome Form #63 should be completed. 
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HALT-C Trial Q x Q 

Medications Interview 

Form # 12   Version B: 12/03/2001   

Purpose of Form #12: The Medications Interview form uses patient interview format to record 
medications (other than trial medications) that the patient has taken since the previous study visit.  
Because Form #12 may be used as a source document, data collectors must sign the form. 
 
Peginterferon alfa-2a and ribavirin doses that the patient took for the HALT-C trial protocol are not 
recorded on Form #12, but are recorded on Forms #10, #28, and #29. 
 
On Form #12, medications are divided into two categories:  (1) prescription medications, and (2) non-
prescription medications, such as alternative, herbal, dietary supplements and over the counter 
medications.   
 
To assist in recording medication information, the HALT-C Data Management System (DMS) has 
been programmed to list medications on the Visit Control Sheet (VCS).  The VCS lists all medications 
the patient reported taking at the most recent study visit.  Study Coordinators can use the VCS to ask 
whether the patient is still taking the same medications as at the most recent study visit.  Data entry of 
Form #12 then allows the DMS to update the VCS for the next study visit. 
 
When to complete Form #12: This form should be completed for all patients at each study visit, 
beginning with the Week 2 (W02) study visit for Lead-In patients or the Month 9 (M09) visit for 
Express patients.  
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date of this visit using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing the form.   
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General Information on Completing Sections B and C:  All medications the patient reported taking 
at the last study visit are listed on the patient’s current Visit Control Sheet (VCS).  An example of this 
section of the VCS is shown below: 
 
Medications patient was taking at the last visit: 

Computer code Medication name Medication Code Medication type 
105804 maxide HYD R19 Prescription 
116866 celexa CIT R01 Prescription 
112253 acetaminophen ACE 000 Over Counter 
 
 
Computer code (column 1): For each medication a patient takes, a DMS-generated patient-specific 
computer code number is listed on the VCS.  This computer code number is generated using the 
following information: 
 
! Tracked list of non-trial medications that this patient has taken during the course of the trial, 
! The name of the medication (as typed in when the medication was data entered the first time), 
! The medication code for each type of medication from the HALT-C Medication Code List, 
! The more non-trial medications a patient has taken during the course of the trial, the higher 

this computer-generated code number will be. 
o In the box above, three “Computer codes” are listed, 10584, 116866, and 112253.  

 
Medication name (column 2):  The VCS lists the name of each medication as typed in when the 
medication was data entered the first time. 
 
Medication Code (column 3):  For each medication a patient takes, a Medication Code is listed on the 
VCS.  Medication Codes are prepared for HALT-C by the DCC.  Each clinical center has a binder 
entitled “Medication Code Book” with lists of all Medication Codes. The DCC updates this binder 
periodically. 
 
! Prescription medications have codes of the form XXX_R##.  The first three letters are the first 

three letters of the first ingredient (listed in alphabetic order).  
o In the box above, the Medication Code for celexa is CIT_R01.  
 

! Nonprescription (herbal, alternative, dietary supplements, over the counter) medications have 
codes of the form XXX_###.  The first three letters are the first three letters of the most 
frequently used common name of the herb or alternative medicine or the first three letters of 
the first active ingredient (listed in alphabetical order) of the over the counter medication.  

o In the box above, the Medication Code for acetaminophen is ACE_000. 
 
Medication type (column 4):  There are two medication types listed on the VCS. 
 
! “Prescription” is medications prescribed by a doctor or nurse practitioner. This includes all 

prescription medications including pain and inflammation medications that require a 
prescription. Only oral medications should be included, not lotions, ointments, or topical 
sprays. 

o In the box above, two “Prescription” medications are listed, maxide and celexa.  
 

!  “Over the Counter” are non-prescription medications including herbal supplements, dietary 
supplements, alternative medications, and over-the-counter medications. 

o In the box above, one “Over the Counter” medication is listed, acetaminophen.  
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SECTION B: PRESCRIBED MEDICATIONS  
 
B1.  Using Column 4 of the VCS, look for any listed “Prescribed” medications.  

! If there are one or more “Prescribed” medications listed on the VCS, circle 1 for YES and 
continue to Question B2. 

! If there are no “Prescribed” medications on the VCS, circle 2 for NO and skip to Question 
B4. 

 
B2.  Using Column 2 of the VCS, read the name of each prescribed medication to the patient. Ask 

the patient if he/she has stopped taking any of these prescribed medications. 
! If the answer is YES, circle 1 and continue to Question B3.  
! If the answer is NO, circle 2 and skip to Question B4.   

 
B3.  Using Column 1 of the VCS,  record in the table the “Computer code” and the name of each 

prescribed medication that the patient is no longer taking.  
! List one prescription medication name per row of the table.  

 
B4.  Ask the patient if he/she has started taking any prescribed medications since the last study 

visit.  
! Include only prescribed medications that the patient is presently taking. 
! If the patient started and stopped a prescribed medication since the last study visit, it is not 

necessary to record this medication. 
! If the answer is YES, circle 1 and continue to Question B5.  
! If the answer is NO, circle 2 and skip to Section C.   

 
B5.   Record in the table the name of each prescribed medication that the patient has started taking 

since the last visit. 
! List one prescription medication name per row of the table.  
! After completing the interview, the coordinator or data manager can fill in the Medication 

Code, using the Medication Code List. 
! After completing the table, continue to Section C. 

 
SECTION C: NON-PRESCRIPTION – HERBAL, ALTERNATIVE, DIETARY SUPPLEMENTS AND 
OTHER OVER THE COUNTER MEDICATIONS  
 
C1.  Using Column 4 of the VCS, look for any listed “Over the Counter” medications.  

! If there are one or more “Over the Counter” medications listed on the VCS, circle 1 for YES 
and continue to Question C2. 

! If there are no “Over the Counter” medications on the VCS, circle 2 for NO and skip to 
Question C4. 

 
C2.  Using Column 2 of the VCS, read the name of each non-prescription medication to the patient. 

Ask the patient if he/she has stopped taking any of these non-prescription medications. 
! If the answer is YES, circle 1 and continue to Question C3.  
! If the answer is NO, circle 2 and skip to Question C4.   

 
C3.  Using Column 1 of the VCS,  record in the table the “Computer code” and the name of each 

non-prescription medication that the patient is no longer taking.  
! List one non-prescription medication name per row of the table.  
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C4.  Show the patient Card #10 “Complementary and Alternative Medication”, which lists herbal, 
alternative, or other over the counter medication names.  Ask the patient if he/she has started 
taking any non-prescription medications since the last study visit.  
! Include only non-prescription medications that the patient is presently taking. 
! If the patient started and stopped a non-prescription medication since the last study visit, it 

is not necessary to record this medication. 
! If the answer is YES, circle 1 and continue to Question C5.  
! If the answer is NO, circle 2. The interview is complete.   

 
C5.   Record in the table the name of each non-prescription medication that the patient has started 

taking since the last visit. 
! List one non-prescription medication name per row of the table.  
! The interview is complete.   
! After completing the interview, the coordinator or data manager can fill in the Medication 

Code, using the Medication Code List. 
 
 
Signature: The HALT-C staff member who performed the interview that is recorded in Sections B 
and C must sign the form on page 3 to indicate that this form is a source document.  
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HALT-C Trial Q x Q 

Specimen Collection 
Form # 14 Version B: 03/19/2001  

 
Purpose of Form #14: The Specimen Collection form is used to record the collection of liver tissue.  
The form records the collection date, specimen size, and other specifics about the liver specimen. 
 
When to complete Form #14: This form should be completed for all patients when a liver biopsy is 
done, usually at the following study visits: 
 
! Screening phase: Screening (S00). 
! Randomization phase: Month 24 (M24) and Month 48 (M48).  
 
Form #14 is data entered at each clinical site and should never be set to missing in the DMS.  
 
► In the DMS, Form # 14 is expected even if a patient misses the M24 or M48 visit. You will be 

reminded when you run an Outstanding Forms Report that you must complete this form as 
outlined below. You can complete and data enter Form #14 when the patient is willing to have 
the biopsy after a missed M24 or M48 visit. 

 
► If at M24 or M48, the biopsy is not done, but is scheduled for a later date, leave Form #14 as 

expected in the DMS.  Complete the paper copy when the biopsy is done and data enter in the 
DMS under the M24 or M48 visit. 

 
► If you know for certain that the M24 or M48 biopsy will never be done, complete and data enter 

Form #14. Answer “NO” on Question B1 asking if liver tissue was collected at this visit.  Add a 
written comment to the form explaining why the biopsy could not be completed (for example, 
“PI discretion because of low platelets”). The data entry person should add this written 
statement as a form level comment in the DMS. 

 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.  
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date of the visit in MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.   
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NOTE:  Liver Tissue Collection Protocol Changes  
 
The HALT-C Steering Committee approved a change in the protocol for handling of liver biopsy 
specimens.  Effective June 15, 2004, all HALT-C Clinical Sites should follow the revised liver biopsy 
protocol.  For sites participating in the Immunology/Virology Ancillary Study, the liver biopsy protocol 
was updated again on August 16, 2004. 
 
PRIORITIES: 
 
1. The top priority for use of the biopsies will continue to be at least a 20 mm core for 

histological interpretation for the Main HALT-C trial.  
 

2a. If there is excess liver tissue from a patient not participating in the Immunology-Virology AS:  
 
! Next priority: continue the current practice, whenever possible, to place 3.0 mm (or larger) 

cores of biopsies into cryovials, flash-frozen in liquid nitrogen at the bedside, and later 
transferred to dry ice (-800C or colder) for long-term storage. 

 
! Last priority: whenever possible, embed any remaining liver tissue (preferably > 4.0 mm 

cores) from HALT-C biopsies at the bedside into Tissue-Tek OCT prior to freezing in liquid 
nitrogen. A detailed procedure on how to collect liver in OCT is provided in Numbered 
Memo 27. 

 
2b. If there is excess liver tissue from a patient who consented to the Immunology/ Virology 

Ancillary Study, the M24 and M48 VCS or upcoming procedures report in the DMS specifies 
whether the patient is in the CTL and/or Replication substudy: 

 
o If the patient had fresh liver tissue collected at S00, collect fresh liver at M24 and at 

M48 for both the CTL and Replication studies as per the 12/2002 protocol and MOO.  
 
o If the patient had no fresh liver tissue collected at S00, collect fresh liver at M24 and at 

M48 for the CTL study only, not the Replication study. 
 

o If the patient had no fresh liver tissue collected at S00 and no fresh tissue collected for 
CTL at M24, do not collect fresh liver for the CTL study or the Replication study at M48. 

 
! The next priority is 5 mm fresh tissue for the CTL substudy.   

 
! For patients participating in the Replication study at M24 and M48 (only those who had 

fresh tissue collected at S00), the next priority is 5 mm fresh tissue processed at bedside 
for the Replication substudy.   

 
! The next priority is to place 3 mm (or larger) cores of biopsies into cryovials, flash-frozen in 

liquid nitrogen at the bedside, and later transferred to dry ice (-800C or colder) for long-
term storage. 

 
! The last priority is to embed any remaining liver tissue (preferably 4 mm) into Tissue-Tek 

OCT prior to freezing in liquid nitrogen.  
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SECTION B: LIVER TISSUE SPECIMENS 
 
B1.  Record whether liver tissue was collected for the S00, M24, or M48 study visit.  
 

! If the biopsy was performed at the clinical center, the answer is YES. Circle “1” and 
continue to question B2.   

 
! If the biopsy was performed at a hospital or institution that is not affiliated with HALT-C, the 

answer is YES. Circle “1” and add a written comment stating, “collected at an non-HALT-C 
facility”. The data entry person should add this written statement as a field level comment 
in the DMS. In the medical record notes, indicate the particulars of name of the facility and 
accession # of liver biopsy for reference. To maintain HIPAA compliance, hospital name or 
accession # should not be data entered in the DMS. 

 
! If you know for certain that this liver biopsy will never be done either at the clinical site or 

an outside hospital, the answer is NO. Circle “2” and the form is complete and should be 
data entered in the DMS.  Add a written comment to the form explaining why the biopsy 
could not be completed (for example, “PI discretion because of low platelets”). The data 
entry person should add this written statement as a form level comment in the DMS. 

 
B2.  Record the actual date of the liver biopsy procedure using MM/DD/YYYY format.  
 

! If the M24 or M48 biopsy is collected at a time point outside of the M24 or M48 visit 
window, you should still record the actual date of the liver biopsy procedure. Form #14 
should be entered under the M24 or M48 visit. 

 
! Example: A patient missed the M24 study visit in December 2003. The patient 

completed a liver biopsy on October 1, 2004 during the M33 visit window. Form # 14 
should be completed with Question A3 (visit number) = M24 and Question B2 (date of 
biopsy) = 10/01/2004. Form #14 should be data entered in the DMS under the M24 
visit, not under the M33 visit. 

 
B3.  Record the size in millimeters of the entire liver specimen. 
 

! Enter the 2-digit number for the millimeters in the two spaces provided. 
! One millimeter = “01”, two millimeters = “02”, one centimeter = “10”. 
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B4-8.  The entire liver sample will be used for a variety of study related “Purposes”. Collection and 
handling of each specimen will depend on the purpose for that specimen. Use one row (B4 
through B8) for each liver sample purpose and/or collection method. 

 
In Columns a-d, record the following information on each liver specimen.   

 
Column a:  Size of Specimen 
Record the size of this section of the liver specimen.   
! Enter the 2-digit number for the millimeters in the two spaces provided. 
! One millimeter = “01”, two millimeters = “02”, one centimeter = “10”. 
 
Column b:  Purpose of Specimen 
Record the purpose of this section of the liver specimen. Use one of the codes for Purpose 
listed in the code box below. 
 

Column b code Purpose of Specimen 
1 Pathology for Main Trial 
2 Repository 
3 Replication AS 
4 Iron AS 
5 Immunology AS 
6 Serum Fibrosis Marker AS 

 
Column c:  How Collected / Handled 
Record how this section of the liver specimen was collected and handled. Use one of the 
codes for How Collected/Handled listed in the code box below. 

 
Column c code How Collected / Handled 

1 Room temperature - fresh 
2 Room temperature - for pathology 
3 Snap frozen in liquid nitrogen 
4 Snap frozen in OCT medium and liquid nitrogen 

 
Column d:  Initials 
Record the initials of the physician performing the biopsy and collecting this section of the liver 
specimen. 
 
 

Example A.  Patient participating in Main Trial only: 
 

 a. b. c. d. 
 Size of 

Specimen 
Purpose of Specimen How Collected/Handled Initials

B4.  20 mm  1 = Path for Main Trial  2 = Room temp - for path A B C 
B5.  4 mm  2 = Repository  3 = Snap frozen liquid nitrogen A B C 
B6.  4 mm  2 = Repository  4 = Snap frozen in OCT A B C 
B7.     
B8.     
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Example B.  Patient participating in Main Trial and Immunology CTL AS and Replication AS: 
 

 a. b. c. d. 
 Size of 

Specimen 
Purpose of Specimen How Collected/Handled Initials

B4.  20 mm  1 = Path for Main Trial  2 = Room temp - for path A B C 
B5.  4 mm  2 = Repository  3 = Snap frozen liquid nitrogen A B C 
B6.  4 mm  5 = Immunology AS  1 = Room temp - fresh A B C 
B7.  4 mm  3 = Replication AS  4 = Snap frozen in OCT A B C 
B8.  4 mm  2 = Repository  4 = Snap frozen in OCT A B C 

 
 
 
Example C.  Patient participating in Main Trial and Iron AS: 
 

 a. b. c. d. 
 Size of 

Specimen 
Purpose of Specimen How Collected/Handled Initials

B4.  20 mm  1 = Path for Main Trial  2 = Room temp - for path A B C 
B5.  4 mm  2 = Repository  3 = Snap frozen liquid nitrogen A B C 
B6.  4 mm  4 = Iron AS  1 = Room temp - fresh A B C 
B7.  4 mm  2 = Repository  4 = Snap frozen in OCT A B C 
B8.       

 
 
Labels and Sequence Numbers: 
 

Sequence 
Number 

Purpose of 
Specimen 

How 
Collected/Handled 

Patients 

No labels 1 = Path for 
Main Trial 

2 = Room temp - for 
pathology 

All patients: stained and 
unstained slides 

Labels #130 
and #131 

2 = Repository 3 = Snap frozen in liquid 
nitrogen 

All patients 

Label #132 2 = Repository 4 = Snap frozen in OCT All patients (Note: for patients in 
Replication AS, seq. #320 has 
higher priority than seq. #132) 

Label #320 3 = Replication 
AS 

4 = Snap frozen in OCT Sites 11, 12, 16, 17: Patients 
enrolled in Replication AS 

Label #600 4 = Iron AS 1 = Room temp - fresh Sites 11 & 15 
Label #630 
 

5 = Immunology 
AS 

1 = Room temp - fresh Sites 11 & 12: Patients enrolled 
in Immunology CTL AS 

Label #633 5 = Immunology 
AS 

1 = Room temp - fresh Sites 16 & 17: Patients enrolled 
in Immunology CTL AS 

No label 
(seq. #708) 

6 = Serum 
fibrosis AS 

3 = Snap frozen in liquid 
nitrogen 

Site 18 
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HALT-C Trial Q X Q 

CTP Score 
Form # 15 Version A: 06/15/2000 

 
Purpose of Form #15: The CTP Score form is used to calculate a patient’s Child-Turcotte-Pugh 
Score, which grades the severity of liver disease. 
 
When to complete Form #15: Form #15 should be completed at the following study visits: 
! Screening (S00) 
! Lead-in phase: Baseline (W00), Week 12 (W12), and Week 20 (W20),   
! Randomization phase: All randomization phase study visits,   
! Responder phase: Week 36 (W36), Week 48 (W48) and Week 72 (W72).  
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date of this visit using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: CHILD-TURCOTTE-PUGH SCORING FOR GRADING SEVERITY OF LIVER 
DISEASE   
 
B1. Serum albumin (g/dL) 

Obtain the serum albumin result from your local lab. 
 
! Enter a score of 1 if the serum albumin result was greater than 3.5. 
! Enter a score of 2 if the serum albumin result was exactly 2.8, exactly 3.5, or between 2.8 

and 3.5. 
! Enter a score of 3 if the serum albumin result was less than 2.8. 

 
If the serum albumin was not tested and cannot be retested, data enter –9 and override with 
an explanation: "test not performed, cannot be retested" or a similar clear succinct 
explanation. 
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B2. Serum total bilirubin (mg/dL)  
Obtain the serum total bilirubin result from your local lab. 

 
Use the first row of bilirubin scores for any patient who (a) does not have Gilbert's 
Syndrome, (b) does not have a hemolytic disorder, or (c) is not taking ribavirin. 
! For these patients, enter a score of 1 if the serum total bilirubin result was less than 2.0. 
! For these patients, enter a score of 2 if the serum total bilirubin result was exactly 2.0, 

exactly 3.0, or between 2.0 and 3.0 
! For these patients, enter a score of 3 if the serum total bilirubin result was greater than 3.0. 

 
Use the second row of bilirubin scores for any patient who (a) has Gilbert's Syndrome, 
(b) has a hemolytic disorder, or (c) is taking ribavirin.  Any patient with Gilbert’s 
syndrome should have this fact documented on Form # 3, Screening Medical History. 
! For these patients, enter a score of 1 if the serum total bilirubin result was less than 4.0. 
! For these patients, enter a score of 2 if the serum total bilirubin result was exactly 4.0, 

exactly 7.0, or between 4.0 and 7.0 
! For these patients, enter a score of 3 if the serum total bilirubin result was greater than 7.0. 

 
If the serum total bilirubin was not tested and cannot be retested, data enter –9 and override 
with an explanation: "test not performed, cannot be retested" or a similar clear succinct 
explanation. 

 
B3. Prothrombin time (INR) 

Obtain the prothrombin time result from your local lab.  Prothrombin time results should be 
reported and used for calculations only as International Normalized Ratios (INR) because of 
variations in methods used and reference ranges for controls. 

 
! Enter a score of 1 if the PT-INR result was less than 1.7. 
! Enter a score of 2 if the PT-INR result was exactly 1.7, exactly 2.3, or between 1.7 and 2.3. 
! Enter a score of 3 if the PT-INR result was greater than 2.3. 

 
If the patient was taking coumadin at the time of the test, score the PT-INR according to the 
points indicated, even though the patient will receive a higher score than if s/he were not 
taking coumadin.  Put a field level comment stating: "Patient on coumadin". 
 
If the PT-INR was not tested and cannot be retested, data enter –9 and override with an 
explanation: "test not performed, cannot be retested" or a similar clear succinct explanation. 
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General Instructions for Items B4 and B5. 
When a physical exam has not been performed, the CTP ascites and encephalopathy fields should be 
completed according to a conservative scoring method.  The Steering Committee approved the 
following method on 04/16/2004: 
 
! If the physical exam was not completed, coordinators should refer to values from the most recent 

previous CTP form to complete Form #15.  Coordinators must consult with the PI to determine 
whether these "default" values are appropriate. 

! If the PI determines that the "default" values are appropriate, the CTP fields can be completed.  If 
all five CTP fields are complete, the total CTP score can be calculated. 

! If uncertainty remains after consultation with the PI, one option is not to complete the CTP fields.  
A -9 should be entered in the DMS for those fields and for the total CTP score.  The override 
explanation should be brief: "PE not performed, PI consulted, cannot use past score", or a similar 
clear succinct explanation. 

! However, if it is suspected that the patient may have experienced clinical worsening of liver 
disease, s/he should be brought back to the clinic promptly for a physical examination.  The CTP 
score should be determined on the basis of that physical exam.  

 
B4. Ascites 

Obtain the results of clinical assessment of ascites from the physical exam at this visit.  If a 
physical exam is not done at this visit, see the general instructions above. 
 
! Enter 1 if there was no evidence of ascites. 
! Enter 2 if the patient had mild ascites (readily controlled by standard medical therapies). 
! Enter 3 if the patient had severe ascites (difficult to control or uncontrollable by optimal, 

maximally tolerated medical therapies). 
 
If the patient has ascites, complete Form #60 (Adverse Event Report) and Form #63 (Clinical 
Outcome), if applicable.  Note that the definition of ascites for this assessment and an 
outcome of ascites are not the same. 
 
Treatment may need to be discontinued permanently.  Please refer to Section L of the HALT-C 
protocol in the Manual of Operations. 

 
B5. Encephalopathy 

Obtain the results of clinical assessment of encephalopathy from the physical exam at this 
visit.  If a physical exam is not done at this visit, see the general instructions above. 
 
! Enter 1 if the patient has no encephalopathy. 
! Enter 2 if the patient has mild encephalopathy (easily controlled by standard medical 

therapies). 
! Enter 3 if the patient has severe encephalopathy (difficult to control or uncontrollable by 

optimal, maximally tolerated medical therapies). 
 
If the patient has hepatic encephalopathy, complete Form #60 (Adverse Event Report) and 
Form #63 (Clinical Outcome), if applicable.  Note that the definition of encephalopathy for this 
assessment and an outcome of encephalopathy are not the same. 
 
Treatment may need to be discontinued permanently.  Please refer to Section L of the HALT-C 
protocol in the Manual of Operations. 
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B6.  Total CTP Score 
! Enter the sum of the scores for items B1 – B5.  The possible range is 5 to 15. 
! If there is a –9 entered for any score on items B1 – B5, the Total CTP score cannot be 

calculated.  Record a –9 for the Total CTP score.  
 
If the CTP score is 7 or higher on 2 consecutive study visits that occur three months apart, 
complete Form #60 (Adverse Event Report) and Form #63 (Clinical Outcome), if applicable. 
 
If the CTP score is 10 or higher, treatment must be discontinued permanently.  Please refer to 
Section L of the HALT-C protocol in the Manual of Operations.  Complete Form #60 (Adverse 
Event Report) and Form # 63 (Clinical Outcome), if applicable.   
 
If the CTP score is 7 or higher and accompanied by any of the following diagnoses, treatment 
must be discontinued permanently.  Please refer to Section L of the HALT-C protocol in the 
Manual of Operations.  Complete Form #60 (Adverse Event Report) and Form # 63 (Clinical 
Outcome), if applicable.  The diagnoses are:  
! Documented unresponsive variceal hemorrhage;  
! Hepatorenal syndrome;  
! Occurrence of one episode of spontaneous bacterial peritonitis;  
! Refractory ascites or hepatohydrothorax unresponsive to treatment.   
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Child-Turcotte-Pugh Score for Grading Severity of Liver Disease 
 
 

Modified Child-Turcotte-Pugh Score 
  # of points 

Variable Units 1 2 3 
Serum albumin (g/dL) >3.5 2.8-3.5 <2.8 
Serum total bilirubin 
     (No Gilbert’s Syndrome;  
     No hemolytic diseases;  
     Not receiving ribavirin)  

(mg/dL) <2.0 2.0-3.0 >3.0 

Serum total bilirubin 
     (In presence of Gilbert’s Syndrome, a 
     hemolytic disorder [e.g., patients 
     receiving ribavirin]) ‡ 

(mg/dL) <4.0 4.0-7.0 >7.0 

Prothrombin Time (INR) <1.7 1.7-2.3 >2.3 
Ascites  None mild* severe+ 
Encephalopathy  None mild* severe+ 

 
 
 
 
 
 
 
 
 

*Mild means readily controlled by standard medical therapies. 
 
+Severe means difficult to control or uncontrollable by optimal, maximally tolerated medical therapies. 
 
Prothrombin time results should be reported and used for calculations only as International Normalized Ratios 
(INR), because of variations in methods used and reference ranges for controls (expressed in seconds). 
 
‡ Note that if, in the opinion of the investigator, the patient has Gilbert’s syndrome or a hemolytic disorder (e.g., 
patients receiving ribavirin) the level of the serum total bilirubin may be increased to as high as 3.99 mg/dL 
without considering the total bilirubin to be sufficiently elevated for the patient to receive a score of 2 in the CTP 
scoring system. 
 
The score is calculated as the sum of the scores for albumin, bilirubin, prothrombin time, ascites and 
encephalopathy (range 5-15).  Class A is defined as 5-6, class B 7-9 and class C 10-15. 
 
 
 
 

Pt is on ribavirin 
or has Gilbert’s 

albumin 
score 
3.5 = 2 

NO ribavirin 
NO Gilbert’s 

Minimal fluid 
around liver on 
Ultrasound 

Definition of Ascites from Protocol: 
 
Abdominal fluid which is: 

a. mild, moderate or marked on U/S 
b. progressive on serial PE 
c. requires diuretic therapy 

 
Mild, barely detectable on PE needs U/S 
confirmation of mild, moderate or marked. 

Is the ascites or 
encephalopathy mild 
or severe? The PI will 
make a clinical 
judgment.
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HALT-C Trial Q x Q 

Clinical Conditions at End of Study    
Form # 16  Version A: 12/17/2004 

 
Purpose of Form #16:  The Clinical Conditions at End of Study form records diagnoses of clinical 
conditions.  Form #16 may be used as a source document, and, therefore, requires the signature of 
the HALT-C Investigator who completes the form. 
 
When to complete Form #16:  Form #16 should be completed once for all Randomized patients.  
Please complete at one of the following time points, as appropriate.  
 

• During the Month 48 (M48) study visit.   
• During the Month 54 (M54) study visit, if the patient has already completed the M48 visit.   
• During the last randomized phase study visit, if the patient has died. 
• During the last randomized phase study visit, if the patient has permanently discontinued 

participation in the HALT-C study and Form #25 �Early Termination from Trial� has been 
completed.   

 
Where to add Form #16: This form is expected during the M48 study visit.  This form is also an 
addable form in the DMS and can be added to any Randomized Phase visit.  Form #16 should only 
be completed and data entered once for each randomized patient. To add a form to a visit, click on 
the �Additional Forms� button at the bottom of the screen. Choose �#16: Clinical Conditions at End of 
Study� from the pull down menu, and then click the �OK� button. To see where this form has been 
added, please click on the �More� link in the upper right hand corner of the screen. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient�s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date the physical exam was done using MM/DD/YYYY format.   
 
A5. Enter the initials of the Investigator completing the form.   
 
Note: The HALT-C Investigator who collects and records the data in Section B must sign the form in 

the space provided on page 7. 
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SECTION B:  CLINICAL CONDITIONS   
 
Section B is set up in table form to record information on 23 clinical conditions. Each Row addresses 
a clinical condition, and each Column contains specifics about that condition. The instructions below 
explain how to fill out the table Column by Column. 
  
“B#” Column:  
The first column on the left provides the row number associated with each of the 23 clinical conditions. 
  
“Clinical Conditions” Column:  
The second column provides a name or brief description of each of the 23 clinical conditions. 
 
 
Note: The HALT-C Investigator should complete Columns (a � d) for each Row.   
 DK indicates that the investigator does not have enough information to answer the question. 
 
Column (a):  “Has the patient even been diagnosed with the condition?” 
Record whether the patient has ever been diagnosed with the clinical condition. The definition of each 
clinical condition is the HALT-C Investigator�s clinical judgment. 
 

• If the answer is YES →  circle �1�  →  continue to Column (b). 
• If the answer is NO →  circle �2�  →  skip to Column (a) in the next Row. 
• If the answer is DK →  circle �-8�  →  skip to Column (a) in the next Row. 

 
Column (b):  “Was the diagnosis present at enrollment in HALT-C?” 
Record whether the diagnosis was present when the patient enrolled in HALT-C. 
 

• If the answer is YES →  circle �1�  →  skip to Column (d). 
• If the answer is NO →  circle �2�  →  continue to Column (c). 
• If the answer is DK →  circle �-8�  →  continue to Column (c). 

 
Column (c):  “Was it diagnosed after enrolling in HALT-C?” 
Record whether the patient was diagnosed with the clinical condition after enrolling in HALT-C. 
 

• If the answer is YES →  circle �1�  →  continue to Column (d). 
• If the answer is NO →  circle �2�  →  continue to Column (d). 
• If the answer is DK →  circle �-8�  →  continue to Column (d). 

 
Column (d):  “Has it become better or worse since enrollment?” 
Record whether the clinical condition is better, worse, or unchanged since enrollment. 
 

• If the answer is BETTER  →  circle �1�  →  continue to Column (a) in the next Row. 
• If the answer is WORSE  →  circle �2�  →  continue to Column (a) in the next Row. 
• If the answer is NO CHANGE →  circle �3�  →  continue to Column (a) in the next Row. 
• If the answer is DK →  circle �-8�  →  continue to Column (a) in the next Row. 

 
 
Note: After Row 23 has been completed, the HALT-C Investigator who collects and records the data 

in Section B must sign the form in the space provided on page 7. 
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HALT-C Trial Q x Q 

Early Termination of  Peginterferon alfa-2a Treatment    
Form # 19  Version A: 06/15/2000   

 
Purpose of Form #19:  This form records the date and reason Peginterferon alfa-2a treatment was 
terminated earlier than expected by the HALT-C Trial protocol.  
 
When to complete Form #19: Complete Form #19 when HALT-C Peginterferon alfa-2a treatment 
was terminated prematurely and permanently only for the following types of patients: 
 
! Lead-In Phase patients who permanently terminated HALT-C Peginterferon treatment after 

their first study dose and prior to the Week 24 (W24) study visit. 
! Responder Phase patients who permanently terminated HALT-C Peginterferon treatment prior 

to their Week 48 (W48) study visit. 
! Randomized patients in the treatment group who permanently terminated HALT-C 

Peginterferon treatment prior to their Month 48 (M48) study visit. 
 
If the patient is also withdrawing from the HALT-C trial, Form #25 Early Termination from Trial should 
also be completed. 
 
Where to add Form #19: Form #19 is an addable form in the Data Management System.  Add this 
form to the study visit closest in time to termination of Peginterferon treatment. To add a form to a 
visit, click on the “Additional Forms” button at the bottom of the screen. Choose “#19: Early 
Termination of Peginterferon alfa-2a Treatment” from the pull down menu, and then click the “OK” 
button. To see where this form has been added, click on the “More” link in the upper right hand corner 
of the screen. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date this form is completed using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing the form.   
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SECTION B:   EARLY TERMINATION OF PEGINTERFERON ALFA-2A 
 
B1. Record the date in MM/DD/YYYY format that the last dose of HALT-C Peginterferon alfa-2a 

was administered.  
 

! If the exact date is unknown, record the last date that Peginterferon alfa-2a was dispensed 
to the patient.  

 
B2. Record the code number of the primary reason for early termination of HALT-C Peginterferon 

alfa-2a treatment.  Choose one Reason Code from the list below. 
 
 If the Reason Code is recorded as 1, 2, or 3, the form is complete. These types of events also 

require a Form #63 Clinical Outcome to be completed and data entered. 
 
 If the Reason Code is recorded as 4, 5, or 6, continue to Question B3. These types of events 

also require a Form #63 Clinical Outcome to be completed and data entered. 
 
 If the Reason Code is recorded as 7, continue to Question B3. These types of events also 

require a Form #60 Adverse Event to be completed and data entered. Also complete a Form 
#61 Serious Adverse Event as appropriate. 

 
 If the Reason Code is recorded as 8 – 13, continue to Question B3.  
 
 If Reason Codes 1 – 13 do not apply, record 99, and continue to Question B3.  
 
 

 

    

 

 

 

 

 

 

 

 
 
 
B3.   Complete Question B3 only if question B2 was coded 4 - 13 or 99. Record a brief explanation 

why Peginterferon alfa-2a treatment was terminated prematurely.  One hundred characters, 
including spaces and punctuation, are provided. Explanation examples:   

 
! “Pt unable to tolerate AE of anxiety. Stopped Peg 90 on 04/01/2004.” 
! “Pt not seen since 07/13/2003 when 21 vials Peg 90 dispensed. Unknown if pt injected 

drug.” 

                                                             Reason Codes 
 

* 1.  Liver transplant    8.  Patient request 
* 2.  Hepatocellular cancer   9.  Patient withdrew consent 

  * 3.  Meets 1999 criteria for UNOS transplant 
 

10.  Non-compliance with protocol - dosing 
         status 2b 11.  Non-compliance with protocol – visits 
* 4.  Ascites 12.  Other non-compliance with protocol 
* 5.  Variceal hemorrhage 13.  Patient moved to another location 
* 6.  Hepatic encephalopathy 99.  Other 
  7.  Other adverse event(s)  
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HALT-C Trial Q x Q 

Randomization Checklist    
Form # 21  Version B: 03/19/2001 

 
Purpose of Form #21: This form is to be completed for all Lead-In patients in the HALT-C Trial 
between the week 20 (W20) and week 24 (W24) visits.  Depending on the answers to the questions 
on this form, a patient will fall into one of the following four categories: 
 

1) Patients willing and eligible for randomization will be randomized to the treatment or control 
arm of the trial. 

 
2) W20 responders will be placed on the W20 responder protocol. 

 
3) A patient eligible but unwilling or inappropriate for randomization will have no further study 

visits scheduled.  
 

4) Patients who are ineligible for randomization will have no further study visits scheduled. 
 
The Randomization Checklist is intended to expedite the randomization process.  It provides a quick 
way of entering the data needed for determining patient eligibility for randomization in the HALT-C 
Trial.  Once randomization status is assigned for a patient, randomization may not be repeated 
or undone.  
 
When to complete Form #21: The Randomization Checklist (Form #21) should be completed and 
data entered after the W20 visit and before the W24 visit. Data entering the Randomization 
Checklist triggers the HALT-C Data Management System (DMS) to either randomize a patient 
to the treatment group or to the control group, place the patient on the W20 Responder 
protocol, or schedule no further visits.   
 
Results from the Central Pathology Biopsy Review (Form #51), W20 Central Lab - HCV RNA result 
(Form #31), W20 ultrasound (Form #22), W12 and W20 CTP scores (Form #15), and W20 Local Lab 
results (Form #30), and W20 AFP result (Form #34) are needed to complete the Randomization 
Checklist (Form #21).  Form #51 (Central Review of Pathology) from the Screening visit and the 
W20 Form #31 (Central Lab) must be data entered in the DMS prior to entering Form #21. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. The visit number, W20, is pre-printed on the form, and does not need to be data entered. 
 
A4. Record the date this form is completed using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing the form.   
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SECTION B: RANDOMIZATION CHECKLIST 
 
B1.   Circle the Ishak fibrosis score range reported from the central reading of the liver biopsy 

submitted for the Screening visit (S00).  These results are sent in an email message from the 
DMS once they are data entered into the system. These results may also be reviewed in the 
DMS on Form #51, Central Pathology Biopsy Review. 

 
! Note:  It is expected that Ishak fibrosis scores will be in the range of 3 to 6, but patients 

with a score of 2 from the Central Pathology Committee’s reading of the screening biopsy 
may still be randomized. 

 
! Note: Form #51 must be data entered in the DMS before entering Form #21.  There is 

a cross check in the DMS to validate completeness and accuracy of the data. 
 

B2a.   Enter the total CTP score (question B6 on W12 Form #15), based on week 12 visit lab and 
physical exam results. 

 
! If there is no total CTP score recorded at W12, use laboratory values and physical exam 

findings to determine an appropriate CTP score. 
 
B2b.   Enter the total CTP score (question B6 on W20 Form #15), based on week 20 visit lab and 

physical exam results. 
 

! If there is no total CTP score recorded at W20, use laboratory values and physical exam 
findings to determine an appropriate CTP score. 

 
! If both CTP scores are >= 7, the patient is not eligible for randomization. 
! If only one CTP score is >= 7, the patient is eligible for randomization. 
 

B3.   Circle the patient’s HCV RNA status, based on the week 20 (W20) central virology lab HCV 
RNA results. These results should arrive in an email message from the DMS once they are 
data entered by the Central Virology Lab. These results may also be reviewed in the DMS on 
Form #31, Central Lab – HCV RNA. 

 
! Patients must be HCV RNA positive to be eligible for randomization. 
 
! Form #31 must be data entered in the DMS before entering Form #21.  There is a 

crosscheck in the DMS to validate completeness and accuracy of the data. 
 
B4.   Enter the serum alpha-fetoprotein (AFP) level based on the week 20 AFP results (Form #34). 
 

! AFP level must be less than or equal to 1000 ng/mL to be eligible for randomization. 
 
B5.   Circle YES or NO based on information from the week 20 ultrasound results (W20 Form # 22). 
 

! For a patient to be eligible for randomization there must be no evidence of hepatocellular 
carcinoma (HCC) on ultrasound. 

 
B6.   Circle YES or NO based on the results of the week 20 local lab values (W20 Form #30). 
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B7.   Circle YES or NO based on the answers to questions B1 through B6.  In order for the patient 
to be eligible for randomization at this time, all of the following must be true: 

  
- One or both of the patient’s CTP scores must be less than 7, and  
- Central HCV RNA result(s) must be positive, and 
- The AFP result must be less than or equal to 1000 ng/ml, and 
- There must be no evidence of HCC on ultrasound. 
 

! If the patient is eligible for randomization, circle 1 for YES and continue to question B8.   
 
A patient is not eligible for randomization at this time if any of the following is true: 
 

- Both of the patient’s CTP scores are 7 or higher, or  
- Central HCV RNA result(s) is negative, or 
- The AFP result is greater than 1000 ng/ml, or 
- There is evidence of HCC on ultrasound. 

 
! If the patient is not eligible for randomization at this time, circle 2 for NO. Please add a 

field level comment that briefly explains why the patient is not eligible. See the next page of 
this QxQ for instructions on how to add a field level comment. 

 
- If the patient is not eligible for randomization because HCV RNA was negative at week 

20, then the patient will be assigned “Responder” status by the DMS.  Visit windows 
will be set for week 30 to week 72 (W30–W72) study visits, and the patient will follow 
the Week 20 Responder protocol.  The appointment windows for these visits will be 
generated based on the baseline (W00) visit date. 

 
- If the patient is ineligible for randomization for another reason, then the DMS will 

assign the status “Ineligible After Lead In”, and no further HALT-C study visits will be 
scheduled or expected for the patient. 

 
B8. Circle 1 for YES if the patient is willing and appropriate for randomization.  Continue to 

Question B9. 
 

Circle 2 for NO if the patient is unwilling to be randomized or is inappropriate for 
randomization.  Provide a brief explanation in the space provided. The form is complete 
 

B9. When this form is data entered, Question B9 confirms that the patient should be randomized. If 
YES is data entered, the DMS will automatically randomize the patient to the “Treatment 
Group” or the “Control Group”.  
 
! Once the patient is randomized, visit windows will be set for the study visits month 9 to 

month 54 (M09 – M54), and the patient will follow the Randomization Phase protocol.  The 
visit windows for these visits will be generated based on the baseline (W00) visit date. 

 
! The randomization status will always be visible in this patient’s record in the DMS. You will 

receive email notifying you of the patient’s status. Print out the email and file it in the 
patient’s research notebook. 
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Form #21 instructions when patient is “not eligible” for randomization and there is not a possibility of stating 
why:  
 

 
 

Please make a field 
level comment stating 
why the patient is not 
eligible for 
randomization.  

Put your initials here. 

To get the field level 
comment box, tab down in 
Form # 21 to B7 and then 
STOP! Click on the little 
icon saying field level 
comment and write in it.  
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HALT-C Trial QxQ 

Ultrasound, MRI, CT    
Form # 22 Q x Q   Version B: 09/10/2001    

 
Purpose of Form #22:  This form is used to record the results of liver ultrasound, MRI, or CT scans. 
The preference is an ultrasound test, however, an MRI or CT test may be used in place of an 
ultrasound. A printed copy of the ultrasound, MRI, or CT report should be filed in the patient’s record. 
 
When to complete Form #22: This form should be completed for all patients at the following study 
visits: 
! Screening phase: Screening visit 1 or 2 (S01 or S02). 
! Lead-in phase: Week 20 (W20). 
! Responder phase: Week 48 (W48) and Week 72 (W72). If a patient is to be randomized after 

the Week 30 (W30), Week 36 (W36), Week 42 (W42), or Week 60 (W60) study visit, an 
ultrasound is required. 

! Randomization phase: Month 12 (M12), Month 24 (M24), Month 36 (M36), and Month 48 (M48).   
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to the appropriate patient visit. 
  
A4. Record the patient visit date using MM/DD/YYYY format. 
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: TEST RESULTS   
 
B1. Record the date that the ultrasound, MRI, or CT was performed using MM/DD/YYYY format.  

! In the ADEPT Data Management System (DMS), a Data Entry Validation Error window 
might pop up to inform the data entry person that the date entered is outside the visit 
window.  

! Check that the date entered was recorded and typed correctly. If yes, a brief explanation is 
needed.  Click on the Set Override button.  In the window, type an explanation that 
explains why the liver-imaging test was done outside of the visit window, and initial the 
override.  

 
B2. Record the type of liver imaging test performed.   

! Circle “1” if an Ultrasound was performed.  
! Circle “2” if an MRI was performed. 
! Circle “3” if a CT was performed. 
 

B3. Ascites is considered absent if there is no clear-cut evidence of abnormal peritoneal fluid.  If 
there is no evidence of ascites, circle “2” and skip to question B4. If there is evidence of 
ascites, circle “1” and continue to question B3a. 
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B3a. Record the characterization of ascites that is most appropriate. 
! Circle “1” for Minimal: Isolated thin sliver of fluid around the liver, or small pelvic pocket, or 

small amount of fluid in lesser sac. 
! Circle “2” for Mild: Multiple small collections as a thin sliver around the liver, pelvic pockets, 

small abdominal pockets. 
! Circle “3” for Moderate:  Fluid collection in multiple areas of the abdomen and around the 

intestines. 
! Circle “4” for Marked (large): Bowel loops separated by fluid and large pools around liver, 

pelvis and peritoneal gutters. 
 
B4. Evidence of Liver mass:  If the scan or test showed no evidence of any liver mass, circle “2” 

and skip to question B5. If there was evidence of one or more liver masses, circle “1” and 
continue to question B4a.  
 

B4a. Record the size of the liver mass. Record the best estimate of the maximum diameter of liver 
mass, expressed in centimeters. 

 
B4b. Record the characteristics of the liver mass. 

! Circle “11” if the liver mass is well-defined. A discrete defect with relatively sharp margins 
indicating a clear-cut abnormality is considered ‘well-defined’. 

! Circle “12” if the liver mass is ill-defined. A mass with poorly defined margins or equivocal 
abnormality (i.e. geographic) is considered ‘ill-defined’. 

 
B4c. Record if there are prior film(s) or report(s) available. 

! Circle “1” if a prior film or report is available and continue to Question B4d. 
! Circle “2” if a prior film or report is not available and skip to Question B4e. 

 
B4d. Record the size and stability of the lesion in the present scan compared to the prior film/report. 

! Circle “1” if, compared to the prior film, the present lesion is seen and stable.   
! Circle “2” if, compared to the prior film, the present lesion is seen and increased in size. 
! Circle “3” if, compared to the prior film, the present lesion is seen and decreased in size. 
! Circle “99” if, compared to the prior film, none of the above reasons is sufficient. In the 

“specify” space, record a brief statement on the size and stability of the liver mass. 
 
B4e. Record whether the liver mass requires additional follow-up after this visit: 

! Circle “1” for YES if further follow-up is necessary and skip to Question B4g.   
! Circle “2“ for NO if no further follow-up is necessary and continue to Question B4f. 
 

B4f. Record the reason that follow-up is not necessary in the “specify” space.  
  
B4g.   This question should be answered after the additional follow-up test is complete.  Record 

whether the follow-up test indicated that the liver mass was suggestive of HCC. 
! Circle “1” for YES if the liver mass is suggestive of HCC. (This may require completion of a 

Clinical Outcome Form #63). Continue to Question B4h.  
! Circle “2“ for NO if the follow-up test does not suggest a liver mass with potential to be 

HCC. Continue to Question B4h. 
! Circle “3“ for AMBIGUOUS if the follow-up test results are ambiguous for HCC. In the 

“specify” space, record a brief statement explaining the ambiguous results. 
 
B4h. Record the type of follow-up liver imaging test performed.   

! Circle “1” if an Ultrasound was performed.  
! Circle “2” if an MRI was performed. 
! Circle “3” if a CT was performed. 
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B4i. Record the date that the follow-up test was performed using MM/DD/YYYY format.  
 
B5.  Record if there was evidence of splenomegaly (enlarged spleen > 13 cm). 

! Circle “1” for YES if there was splenomegaly. Continue to Question B5a. 
! Circle “2” for NO if the spleen was < 13 cm. Skip to Question B6. 
! Circle “3” if no spleen data were available. Skip to Question B6. 
 

B5a. Record the greatest length of the spleen in any dimension, measured in centimeters for 
patients with splenomegaly (enlarged spleen > 13 cm). 

 
B6. Other findings (e.g. portal vein thrombosis, gall stones, pancreatic lesions) 

! Circle “1” for YES if there were other findings. Continue to Question B6a. 
! Circle “2” for NO if there were no other findings. The form is complete 

 
B6a.    In the “specify” space, record a brief statement explaining the other findings. In particular, 

record whether the scan or test revealed evidence of portal vein thrombosis, gallstones, or 
pancreatic lesions. 
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HALT-C Trial Q x Q 

Endoscopy    
Form # 23   Version A: 06/15/2000 (Rev. 12/21/2000)  

 
Purpose of Form #23: The Endoscopy form is used to record the results of diagnostic endoscopy. 
 
When to complete Form #23:  This form should be completed for the following patients. 
 

• Lead-In Phase patients who are entering the Randomized Phase: Week 24 visit (W24). An 
endoscopy procedure should be done at W24 if there has been no endoscopy performed 
within the previous 12 months.  The endoscopy may be done up to four weeks after the end of 
the W24 visit window.  If an endoscopy has been performed in the previous 12 months and 
source documentation is available, that information should be used to complete Form #23. 

 
• Express/Breakthrough/Relapser patients: Baseline visit (R00).  An endoscopy procedure 

should be done at R00 if there has been no endoscopy performed within the previous 12 
months.  The endoscopy may be done up to four weeks after the end of the R00 visit window. 
If an endoscopy has been performed in the previous 12 months and source documentation is 
available, that information should be used to complete Form #23. 

 
• Randomized patients: Month 24 visit (M24) only if small, medium, or large varices were 

detected on the baseline endoscopy (as recorded on the W24 or R00 Form #23). 
  

• Randomized patients: Month 48 visit (M48).   
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date of this visit using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing Section A of the form.   
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SECTION B: TO BE COMPLETED BY ENDOSCOPIST   
 
B1.  Record the date of the endoscopy using MM/DD/YYYY format.   
 

! Enter the 2 digit number for the month in the first 2 spaces provided (i.e., January = “01”, 
February = “02”, etc.) enter the 2 digit number for the day of the month in the second 2 
spaces provided and the 4 digit number for the year in the final 4 spaces provided.   

 
B2. Was the endoscopy performed at a HALT-C clinical center? 
 

! If the answer is YES, circle 1 and skip to Question B3.  
! If the answer is NO, circle 2 and continue to Question B2a. 

 
B2a. Record the name of the non-HALT-C facility where the endoscopy was performed.  Forty 

characters (including punctuation and spaces) are provided. 
 
B3. Was the endoscopy normal? 
 

! If the answer is YES, circle 1 and skip to Section F.  
! If the answer is NO, circle 2 and continue to Section C. 
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SECTION C:  VARICES 
 
C1. Was there evidence of esophageal varices? 
 

Esophageal varices will be assessed in the distal 5 cm of the esophagus with air-insufflation of 
the esophagus.  

 
! If the answer is YES, circle 1 and continue to Question C1a.  
! If the answer is NO, circle 2 and continue to Question C2. 

 
C1a.   Use the following definitions to grade the size of the esophageal varices (corresponding to F1-

F3 of the NIEC classification): 
 

None (Grade 0): No varices present. 
Small (Grade 1): Small, straight varices. 
Medium (Grade 2): Enlarged, tortuous varices which occupy less than 33% of the lumen 

of the esophagus. 
Large (Grade 3):   Enlarged, tortuous varices which occupy more than 33% of the lumen 

of the esophagus. 
 
! If the esophageal varices are Small, circle 1 and continue to Question C1b.  
! If the esophageal varices are Medium, circle 2 and continue to Question C1b.  
! If the esophageal varices are Large, circle 3 and continue to Question C1b.  

 
C1b.   Record the number of columns of varices seen. Continue to Question C1c. 
 
C1c. Were there red signs? 
 

Red signs: red wale marks, cherry red (hematocystic) spots, varix on varix. 
 
! If the answer is YES, circle 1 and continue to Question C1d.  
! If the answer is NO, circle 2 and continue to Question C2. 

 
C1d.   Use the following definitions to describe the type of red sign: 
 

Red wale: Red streaks along the long axis of the varices. 
Cherry red (hematocystic) spot: A blood blister along the axis of the varices. 
Varix on varix:   A superficial vein overlying a varix. 
 
! If red wale, circle 1 and continue to Question C2.  
! If cherry red spot, circle 2 and continue to Question C2.  
! If varix on varix, circle 3 and continue to Question C2.  
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C2. Was there evidence of gastric varices? 
 

Gastric varices will be assessed and classified according to Sarin’s classification. 
 
Isolated gastric varices (IGV) type I: An isolated cluster of varices in the fundus of the 

stomach. 
Isolated gastric varices (IGV) type II: Isolated varices in regions of the stomach other 

than in the fundus. 
Gastro-esophageal varices (GOV) type I: Gastric varices in continuity with esophageal 

varices along the lesser curve of the stomach. 
Gastro-esophageal varices (GOV) type II: Gastric varices in continuity with esophageal 

varices along the greater curve of the stomach. 
 

! If the answer is YES, circle 1 and continue to Question C2a.  
! If the answer is NO, circle 2 and continue to Section D. 

 
C2a.   Size of largest gastric varix: 

! If the answer is <10 mm, circle 1 and continue to Question C2b.  
! If the answer is >= 10 mm, circle 2 and continue to Question C2b. 

 
C2b.   Red spot: 

! If a red spot was present, circle 1 and continue to Question C2c.  
! If a red spot was absent, circle 2 and continue to Question C2c.  

 
C2c.   Isolated gastric varices (IGV) type I: 

! If the answer is YES, circle 1 and continue to Question C2d.  
! If the answer is NO, circle 2 and continue to Question C2d. 

 
C2d.   Isolated gastric varices (IGV) type II: 

! If the answer is YES, circle 1 and continue to Question C2e.  
! If the answer is NO, circle 2 and continue to Question C2e. 

 
C2e.   Gastro-esophageal varices (GOV) type I: 

! If the answer is YES, circle 1 and continue to Question C2f.  
! If the answer is NO, circle 2 and continue to Question C2f. 

 
C2f.   Gastro-esophageal varices (GOV) type II: 

! If the answer is YES, circle 1 and continue to Section D.  
! If the answer is NO, circle 2 and continue to Section D. 
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SECTION D:  PORTAL HYPERTENSIVE GASTROPATHY 
 
D1. Was there evidence of portal hypertensive gastropathy? 
 

Portal hypertensive gastropathy will be scored based on the definitions provided below (from 
Sarin’s Portal Hypertensive Gastropathy Scoring System). If the patient has any of these 
symptoms, they are considered to have portal hypertensive gastropathy.   
 
Mucosal mosaic pattern: Small polygonal areas demarcated by a distinct 

white-to-yellow border and with a slight central 
bulge, which have a mosaic, fish scale-like 
appearance upon endoscopy. 

Red marks: Flat or slightly bulging red lesions seen in the 
gastric mucosa. 

Gastral antral vascular ectasia (GAVE): Presence of flat or slightly raised red stripe-like 
lesions radiating from the pylorus to the antrum and 
body of the stomach for a variable distance. 

 
! If the answer is YES, circle 1 and continue to Question D1a.  
! If the answer is NO, circle 2 and continue to Section E. 

 
D1a.   Use the following definitions to describe mucosal mosaic pattern: 
 

Absent: No mucosal mosaic pattern is present. 
Minor: The color of the mucosa is pink. 
Severe: There is diffuse erythema (redness) present. 
 
! If the mucosal mosaic pattern is Absent, circle 0 and continue to Question D1b.  
! If the mucosal mosaic pattern is Minor, circle 1 and continue to Question D1b.  
! If the mucosal mosaic pattern is Severe, circle 2 and continue to Question D1b.  

 
D1b.   Use the following definitions to describe red marks. Black-brown spots represent old 

submucosal hemorrhage and should not be scored. 
 

None: No red marks are present. 
Localized (Isolated): Isolated discrete spots. 
Diffuse (Confluent): Confluent areas of submucosal hemorrhage. 
 
! If there are No red marks, circle 0 and continue to Question D1c.  
! If there are Localized or Isolated red marks, circle 1 and continue to Question D1c.  
! If there are Diffuse or Confluent red marks, circle 2 and continue to Question D1c.  

 
D1c. Gastral antral vascular ectasia? 
 

Absent: No gastral antral vascular ectasia lesions are present. 
Present: Presence of flat or slightly raised red stripe-like lesions radiating from 

the pylorus to the antrum and body of the stomach for a variable 
distance. 

 
! If the answer is Present, circle 1 and continue to Section E.  
! If the answer is Absent, circle 2 and continue to Section E. 

 



  QxQ updated: 07/21/2004 
 

HALT-C Trial Q x Q Form # 23 Version A: 06/15/2000 (Rev. 12/21/2000) Page 6 of 6 

SECTION E: OTHER FINDINGS 
 
E1. Were there any other findings? 
 

! If the answer is YES, circle 1 and continue to Question E1a.  
! If the answer is NO, circle 2 and skip to Section F. 

 
E1a. Describe the abnormal finding(s).   Sixty characters (including punctuation and spaces) are 

provided.  
 
SECTION F: SOURCE DOCUMENTATION 
 
Please specify and attach available type(s) of source documentation. A second copy of the photos 
must be sent to the DCC for central review.  Refer to the Manual of Operations for more details. 
 

A source document is a part of the patient’s medical record which serves to validate data 
collected on the data entry forms.  The appropriate source documents should be attached to 
this form with all identifying patient information, such as patient name and medical record 
number blacked out.  The HALT-C trial requires the following source documents for each 
endoscopy: 

 
F1. Is there a written report of the endoscopy findings? 
 

! If the answer is YES, circle 1 and continue to Question F2.  
! If the answer is NO, circle 2 and continue to Question F2. 

 
F2. Are there pictures/photographs from the “Lower 5cm of esophagus looking down at GE 

junction”? 
 

! If the answer is YES, circle 1 and continue to Question F3.  
! If the answer is NO, circle 2 and continue to Question F3. 

 
F3. Are there “Retroflex in stomach cardia, looking at fundus” pictures/photographs? 
 

! If the answer is YES, circle 1 and continue to Question F4.  
! If the answer is NO, circle 2 and continue to Question F4. 

 
F4. Are there pictures/photographs “In mid-body of stomach looking toward antrum”? 
 

! If the answer is YES, circle 1 and the form is complete.  
! If the answer is NO, circle 2 and the form is complete. 

 
 
 



  QxQ updated: 07/26/2004 
 

HALT-C Trial Q x Q Form # 24 Version A: 06/15/2000 (Rev. 07/14/2004) Page 1 of 2 

HALT-C Trial Q x Q 

Missed Visit    
Form # 24  Version A: 6/15/2000  (Rev. 07/14/2004) 

 
Purpose of Form #24: The Missed Visit form records the reason for a missed HALT-C Trial visit, and 
informs the Data Management System (DMS) not to expect any other forms for that visit.   
 
When to complete Form #24: Complete and data enter Form #24 whenever one of the HALT-C 
study visits is entirely missed. If a patient misses several visits but is still being followed, complete this 
form for each visit missed. 
 
! Do not complete this form if a patient misses an appointment for a visit, but is re-scheduled 

within the time window for that visit. 
! Do not complete this form if some, but not all, of the information for a visit is missing. 
! Do not complete this form if the visit was missed because the patient will no longer be followed 

in the Trial. Instead, complete the Form #25, Early Termination from Trial. 
! If two consecutive randomized phase visits were missed, also complete Form #924, 

Alternative Study Visit. 
! If the visit is missed because of patient illness, complete the Adverse Event form, #60, or 

Serious Adverse Event form, #61, as appropriate. 
 
Where to add Form #24: Form #24 is an addable form in the Data Management System.  Add this 
form to the study visit that was missed. To add a form to a visit, click on the “Additional Forms” button 
at the bottom of the screen. Choose “#24: Missed Visit” from the pull down menu, and then click the 
“OK” button. To see where this form has been added, click on the “More” link in the upper right hand 
corner of the screen. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code for the visit that was missed. 
 
A4. Record the date this form is completed using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing the form.   
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SECTION B:  MISSED VISIT INFORMATION 
 
B1.   Enter the primary reason for the missed visit, using a code from the Missed Visit Codes table. 

If codes 1 – 10 do not apply, enter 99 for “Other” and complete question B1a.  
 

Missed Visit Codes 
 
Patient too sick ………………………. 1 Transportation difficulties ….. 7 
Patient refusal ……………………….. 2 No childcare  ………………... 8 
Patient forgot ………………………… 3 Sick relative  …………….…... 9 
Unable to schedule visit ……………. 4 Work related ………………… 10 
Cannot locate patient ……………….. 5  Other …………………………. 99 
Patient moved to another location … 6    

 
 
B1a. If question B1 is coded 99 for “Other”, specify the reason for the missed visit.  Twenty-five 

characters, including punctuation and spaces, are provided. 
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HALT-C Trial Q x Q 

Early Termination from Trial    
Form # 25  Version A: 6/15/2000 (Rev. 12/04/2000) 

 
Purpose of Form #25: This form records the fact that a patient is no longer being followed in the 
HALT-C Trial.  After Form #25 is data entered, the HALT-C Data Management System (DMS) will no 
longer expect any forms to be entered for this patient. 
 
When to complete Form #25: Complete Form #25 when a patient is no longer being followed in the 
HALT-C trial for any reason other than completing the Trial.   
 
Every attempt should be made to keep the patient in the trial, especially randomized patients. 
Form #25 should be completed only when there is no hope that the patient will continue in the trial.   
 
If a patient wishes to rejoin the randomized phase of the trial after a Form #25 has been data entered 
in the DMS, contact the DCC for instructions. 
 
Where to add Form #25: Form #25 is an addable form in the Data Management System.  Add this 
form to the study visit closest in time to termination of follow-up. To add a form to a visit, click on the 
“Additional Forms” button at the bottom of the screen. Choose “#25: Early Termination of Trial” from 
the pull down menu, and then click the “OK” button. To see where this form has been added, click on 
the “More” link in the upper right hand corner of the screen. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to the most recent study visit. 
 
A4. Record the date this form is completed using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing the form.   
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SECTION B:  EARLY TERMINATION FROM TRIAL INFORMATION 
 
B1. Record the date the patient was last seen at a HALT-C clinical center in MM/DD/YYYY format.   
 
B2. Circle one number indicating the primary reason for ending follow-up of the patient in the Trial. 
 

! Circle 1 for “Patient lost to follow-up” if repeated efforts to contact the patient by telephone 
and mail have failed. 

! Circle 2 for “Patient moved to another location” if the patient is moving and unwilling to 
complete all future study visits at any HALT-C clinical center. 

! Circle 3 for “Patient enrolled in another treatment trial” if the patient has not been 
randomized and is participating in any other treatment based clinical trial. 

! Circle 4 for “Patient non-compliance -- visits” if repeated efforts to schedule visits with the 
patient have failed or if the patient repeatedly does not show up for visits. 

! Circle 5 for “Patient withdrew consent” if the patient has withdrawn his/her consent to 
participate in the trial and does not want to be contacted further. 

! Circle 9 for “Other” for any other reason.  Give a detailed explanation in Question B3. 
 
B3.   Record a detailed explanation of the reason for ending this patient’s follow-up in the HALT-C 

trial. It is not sufficient to write “Pt no longer in trial.” 
 

250 characters, including punctuation and spaces, are provided. If the patient enrolled in 
another treatment trial, specify the treatment being tested if known. Explanation examples:   

 
! “Pt unable to tolerate numerous side effects. Does not wish to be followed or to be 

contacted.” 
! “Unable to contact pt despite repeated efforts. No answer to registered letter sent 

05/2003.” 
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HALT-C Trial Q x Q 

 Peginterferon alfa-2a Accountability Log 

Form # 26  Version A: 06/15/2000 

 
Purpose of Form #26: The Peginterferon alfa-2a Accountability Log documents the dispensation of  
Peginterferon alfa-2a to the patient and the return of all vials and remaining trial medication from the 
patient.  The individual documentation of trial medication dispensation and return should be 
completed in addition to the clinical site’s pharmacy records.  
 
When to complete Form #26: The form should be updated each time Peginterferon alfa-2a is 
dispensed to a patient or returned by a patient.  
 
! All patients who entered the Trial as Lead-In patients require a Form #26. Form #26 should be 

updated when Peginterferon is dispensed or returned during the following study visits: 
! Lead-In Phase Visits. 
! Responder Phase Visits (Peginterferon should not be dispensed at or after the Week 48 visit). 
! Randomization Phase Visits if randomized to the treatment group (Peginterferon should not be 

dispensed during or after the Month 48 study visit). 
 

! Express patients randomized to the treatment group require a Form #26. Form #26 should be 
updated when Peginterferon is dispensed or returned during the Randomized Phase 
(Peginterferon should not be dispensed during or after the Month 48 study visit). 

 
! Express patients randomized to the control group do not require a Form #26. 
 
Only the dispensation or return of Peginterferon alfa-2a is documented on Form #26. Ribavirin 
dispensation and return is documented on Form #27, Ribavirin Accountability Log. 
 
SECTION A: GENERAL INFORMATION  
 
A1. Affix the patient ID label in the space provided.  

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.  
  
SECTION B:  PEGINTERFERON ALFA-2a DISPENSED AND RETURNED 
 
B1.  Initial dose of Peginterferon alfa-2a 
 

! For Lead-In patients, the HALT-C physician determines the initial Peginterferon alfa-2a 
dosage (not greater than 180 µg/week) at the Baseline (W00) visit, as described in Section 
H and Appendix D of the HALT-C Protocol.  Refer to the Protocol for dosing guidelines for 
patients with low absolute neutrophil count (ANC).  

 
! For Express patients randomized to the treatment group, the HALT-C physician determines 

the initial Peginterferon alfa-2a dosage (not greater than 90 µg/week) at the Randomization 
(R00) visit, as described in Section J of the HALT-C Protocol. 

 
! Circle 1 if the initial dose was 180 µg per week.  
! Circle 2 if the initial dose was 90 µg per week. 
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General Instructions for Column B2:  Peginterferon alfa-2a Dispensed 
 
For each date that Peginterferon alfa-2a is dispensed, complete one row of Column B2. 
 
If no Peginterferon alfa-2a is dispensed at a visit, do not complete a row of Column B2. 
 
B2a.  Dosage  

! Patients in the Lead-In Phase are dispensed 180 µg vials even if taking a lower weekly 
dose. 

! Circle 1 if the vial was 180 µg.  
! Circle 2 if the vial was 90 µg.  

 
B2b.  Date Dispensed 

! Record the date the vials were dispensed to the patient using MM/DD/YYYY format. 
 
B2c.  # Vials Dispensed 

! Record the number of vials dispensed to the patient on this date. Do not record the number 
of boxes. 

 
B2d.  Batch # 

! Record the batch number on the vials, which begins with "C" followed by 6 digits. 
! In the event that two different batch numbers are dispensed on one day, please use two 

rows. 
 
D/E column. After data entering this row, the data entry person should initial the shaded box.  
 

 
General Instructions for Column B3:  Peginterferon alfa-2a Returned 
 
For each date that Peginterferon alfa-2a is returned, complete one row of Column B3. 
 
If no Peginterferon alfa-2a is returned at a visit, do not complete a row of Column B3. 
 
If the patient threw away or lost vials, complete Form #926: Lost Drug Accountability. You do not need 
to account for vials that were lost or thrown away on Form #26. 
 
B3a.  Date Returned 

! Record the date the vials were returned by the patient using MM/DD/YYYY format. 
 
B3b.  # Vials Returned Used 

! Record the number of used vials returned by the patient on this date.  
 

B3c.  # Vials Returned Unused 
! Record the number of unused vials returned by the patient on this date.  

 
B2d.  Batch # 

! Record the batch number on the vials, which begins with "C" followed by 6 digits. 
! If two different batch numbers are returned on one day, please use two rows. 

 
D/E column. After data entering this row, the data entry person should initial the shaded box.  
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HALT-C Trial Q x Q 

Ribavirin Accountability Log 

Form # 27  Version A:  06/15/2000 

Purpose of Form #27: The Ribavirin Accountability Log documents the dispensation of Ribavirin to 
the patient and the return of all tablets from the patient.  The individual documentation of trial 
medication dispensation and return should be completed in addition to the clinical site’s pharmacy 
records. 
 
When to complete Form #27: This form should be updated each time Ribavirin is dispensed to a 
patient or returned by a patient in the Lead-In Phase or in the Responder Phase.  
 
! All patients who entered the Trial as Lead-In patients require a Form #27. Form #27 should be 

updated when ribavirin is dispensed or returned during the following study visits: 
 
! Lead-In Phase Visits. 
! Responder Phase Visits (ribavirin should not be dispensed during or after the Week 48 visit). 

 
! Express patients do not require a Form #27. 
 
Only the dispensation or return of Ribavirin is documented on Form #27.  Peginterferon alfa-2a 
dispensation and return is documented on Form #26, Peginterferon alfa-2a Accountability Log. 
 
SECTION A: GENERAL INFORMATION  
 
A1. Affix the patient ID label in the space provided.  

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.  
  
SECTION B:  RIBAVIRIN DISPENSED AND RETURNED 
 
B1.  Initial daily dose of Ribavirin  
 

! For Lead-In patients, the HALT-C physician determines the initial ribavirin dosage (not more 
than 1200 mg per day) at the Baseline (W00) visit, as described in Section H and Appendix 
D of the HALT-C Protocol.  Refer to the Protocol for dosing guidelines for patients with low 
absolute neutrophil count (ANC). 

 
! Circle 1 if the initial dose was 1200 mg of ribavirin per day.  
! Circle 2 if the initial dose was 1000 mg of ribavirin per day. 
! Circle 3 if the initial dose was Other than 1200 mg or 1000 mg of ribavirin per day. 
! Specify the Other dose of ribavirin in mg per day.  
! If the patient never received ribavirin, circle 3 and specify: 0 mg. 
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General Instructions for Column B2:  Ribavirin Dispensed 
 
For each date that Ribavirin is dispensed, complete one row of Column B2. 
 
If no Ribavirin is dispensed at a visit, do not complete a row of Column B2. 
 
B2a.  Date Dispensed 

! Record the date the Ribavirin tablets were dispensed to the patient using MM/DD/YYYY 
format. 

 
B2b.  # Tablets Dispensed 

! Record the number of Ribavirin tablets dispensed to the patient on this date. Do not record 
the number of bottles.  Each bottle contains 180 Ribavirin tablets. 

 
B2c.  Batch # 

! Record the batch number on the bottles, which begins with "C" followed by 6 digits. 
! In the unlikely event that two different batch numbers are dispensed on one day, please 

use two rows. 
 
D/E column. After data entering this row, the data entry person should initial the shaded box.  
 

 
General Instructions for Column B3:  Ribavirin Returned 
 
For each date that Ribavirin is returned, complete one row of Column B3. 
 
If no Ribavirin is returned at a visit, do not complete a row of Column B3. 
 
If an empty bottle of Ribavirin is returned, complete one row of Column B3 with 0 tablets returned. 
 
If the patient threw away or lost Ribavirin tablets, Form #926: Lost Drug Accountability. You do not 
need to account for Ribavirin tablets that were lost or thrown away on Form #27. 
 
B3a.  Date Returned 

! Record the date the Ribavirin tablets were returned by the patient using MM/DD/YYYY 
format. 

 
B3b.  # Tablets Returned 

! Record the number of Ribavirin tablets returned by the patient on this date. Do not record 
the number of bottles.  Each bottle contains 180 Ribavirin tablets. 

! If an empty bottle of Ribavirin is returned at a visit, record 0 tablets returned. 
 
B3c.  Batch # 

! Record the batch number on the bottles, which begins with "C" followed by 6 digits. 
! If two different batch numbers are returned on one day, please use two rows. 

 
D/E column. After data entering this row, the data entry person should initial the shaded box.  
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Dispensation and return of Ribavirin 
 
 
 

 
 

1. What if I don’t know the batch number of the return bottles? 
Do your best at guess if the batch number is no longer on the vial when returned. The batch 
number does not change often and you can review batch # dispensed in Column B2.  

 
2.  Do I have to count every pill they bring back? 

Ideally, yes. If you have not counted all the pills, do your best estimate of how many are in the 
bottle: ½ full: 90 tablets, ¼ full: 45 tablets, ¾ full: 135 tablets. 

 
3. What if the patient threw away and/or lost tablets of ribavirin? 

Complete a form # 926: Estimate the number of tablets that were not returned and enter into 
Question D2. You do not need to list empty bottles that were thrown away.  

 

If pt never received 
ribavirin, circle “3” (other) 
and specify: “0”. 

Initial dose of 
ribavirin pt 
received at W00 

Initials of 
data entry 
person 
when this 
part of the 
row is data 
entered. 

Remember to 
put pt ID on 
every page 

1 bottle = 180 
tablets  

Don’t know the date 
returned? Put the date of 
visit they stopped taking 
ribavirin.   

Don’t know the batch #? 
Match up with a batch # 
dispensed.   

Empty bottles returned? 
Record one row for each 
empty bottle with # tablets 
returned as “0”.   
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HALT-C Trial Q x Q 

 Peginterferon alfa-2a Dose Adjustments 

Form # 28  Version B: 10/01/2001 

 
Purpose of Form #28: The Peginterferon alfa-2a Dose Adjustments form records changes in the 
dose of Peginterferon alfa-2a. 
 
When to complete Form #28: Form #28 should be used for recording missed doses or adjustments 
in the dose of Peginterferon alfa-2a if held doses or dose adjustments were due to the protocol or 
HALT-C physician’s discretion. 
 
Section D of Study Visit Form #10 should be used to document missed doses of Peginterferon alfa-2a 
if initiated by the patient and/or non-HALT-C personnel (such as the patient’s primary care physician).   
 
Any Peginterferon alfa-2a dose adjustment made before 10/01/2001 needs to be recorded on Version 
A of this form. Any Peginterferon alfa-2a dose adjustment made on or after 10/01/2001 needs to be 
recorded on Version B. Call the DCC to add a second version to a patient’s forms in the DMS.  
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
  
 
SECTION B: PEGINTERFERON ALFA-2A DOSE ADJUSTMENTS 
 
General Instructions for Section B:  
 
For each Peginterferon alfa-2a dose adjustment, complete one row of Section B. 
 
Record both increases and decreases in the dose of Peginterferon alfa-2a. 
 
When Peginterferon alfa-2a is permanently or temporarily stopped, record the dose as 0 µg. 
 
Record all Peginterferon alfa-2a dose changes, including: 
! Decrease from 180 µg to 90 µg when a patient is randomized to the treatment group at the end of 

the Lead-In Phase.  
! Discontinuation from 180 µg to 0 µg when a patient is randomized to the control group at the end 

of the Lead-In Phase. 
! Discontinuation from 180 µg to 0 µg for Responder Phase patients at W48.  
! Discontinuation from previous dose to 0 µg for patients with a completed Form #64 (Death) or 

Form #25 (Early Termination From Trial). 
 
B1a. Date of dose change 

! Record the date the Peginterferon alfa-2a dose was changed using MM/DD/YYYY format. 
 
B1b. Previous dose 

! Record the previously prescribed dose of Peginterferon alfa-2a in µg/week. 
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B1c. Dose changed to 

! Record the newly prescribed dose of Peginterferon alfa-2a in µg/week. 
 

B1d. Reason dose was changed 
! Record the code number of the primary reason for adjustment Peginterferon alfa-2a dose.  

Choose one Code from the list below. 
! If Reason Code is 55, 6, 7 and 99, it is important to record a succinct explanation why 

Peginterferon alfa-2a dose was changed.  Sixty characters, including spaces and 
punctuation, are provided. Examples:  “Low ANC”, “Neutropenia resolved”, “Hct dropped”, 
“Infection”, “Depressed”. 

 
B1e.  Enter the initials of the person completing this row of Section B.   

 
D/E column. After data entering this row, the data entry person should initial the shaded box.  
 
 

Peginterferon alfa-2a Dose Adjustment Codes 
 
55. Any adverse event or disabling symptom which, in the opinion of the investigator, warrants a 

reduction in accordance with the dose reduction guidelines outlined in the HALT-C Protocol. 
6. Any other adverse event, which, in the opinion of the investigator, places the patient at 

increased risk. 
7. Adverse event resolved. 
8. Changed according to protocol for randomization phase, or at completion of W20 responder 

treatment, or Breakthrough/Relapser patients entering Randomized Phase.  
99. Other. 
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Dose Adjustment for Peginterferon 

 
 
 
 
 

 
 

The “dose changed to” on one row will always be the same as the next row’s “previous dose”.  
 

The explanation of why the dose was adjusted is important. Be succinct: neutropenia, Hct dropped, 
infection, depressed. PI discretion means the PI made a clinical judgment about why the dose should be 
adjusted. Ask PI why and record. So, in other words, code 99, PI discretion is NOT a possible answer!  

 
When the patient permanently stops peginterferon before W24 if in Lead-in, before W48 if a W20 
Responder, or before M48 if Randomized to Treatment, adjust the dose down to “0”. Also complete a 
Form # 19, Early Termination of Peginterferon. 

 
To visualize what has been data entered, print out a report for this patient:  
Main Menu/Reports/Clinical/Peg doses. 

What is the dose the pt 
was changed to? If the 
peg was stopped at the 
order of the PI, the dose 
should be “0”.  

The first row “previous 
dose” would always be the 
Initial dose of peginterferon 
pt received at W00 or R00.  

Initials of 
data entry 
person 
when this 
part of the 
row is data 
entered. 

Remember to 
put pt ID on 
every page 

Hct, Hgb, 
ANC, platelet 
reductions. 

URI, depression, 
any other adverse 
events. 

Use rarely! 

Code from insert 
below. 

1, maximum 2- 
word explanation. 
Codes 7 & 8 need 
no explanation. 

Any dose adjustment made before 10/01/2001 needs 
to be recorded on Version A of this form. Any dose 
adjustment made on or after 10/01/2001 needs to be 
recorded on Version B. Call the DCC to add a second 
version to a patient’s forms in the DMS.  

No explanation 
needed. 



  QxQ updated: 07/28/2004 
 

HALT-C Trial Q x Q Form # 29 Version B: 10/01/2001 Page 1 of 3 

HALT-C Trial 

Ribavirin Dose Adjustments 

Form # 29  Q x Q   Version B: 10/01/2001 
Purpose of Form #29: The Ribavirin Dose Adjustments form records changes in the dose of 
Ribavirin. 
 
When to complete Form #29: Form #29 should be used for recording missed doses or adjustments 
in the dose of Ribavirin if held doses or dose adjustments were due to the protocol or HALT-C 
physician’s discretion.  
 
If the Form #27 Ribavirin Accountability Log was completed with Question B1 initial dose = 0 mg, 
Form #29 is not required for the patient.  Express patients will never require a Form #29. 
 
Section D of Study Visit Form #10 should be used to document missed doses of Ribavirin if initiated 
by the patient and/or non-HALT-C personnel (such as the patient’s primary care physician).   
 
Any Ribavirin dose adjustment made before 10/01/2001 needs to be recorded on Version A of this 
form. Any Ribavirin dose adjustment made on or after 10/01/2001 needs to be recorded on Version B. 
Call the DCC to add a second version to a patient’s forms in the DMS.  
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
  
 
SECTION B: RIBAVIRIN DOSE ADJUSTMENTS 
 
General Instructions for Section B:  
 
For each Ribavirin dose adjustment, complete one row of Section B. 
 
Record both increases and decreases in the dose of Ribavirin. 
 
When Ribavirin is permanently or temporarily stopped, record the dose as 0 mg. 
 
Record all Ribavirin dose changes, including: 
! Discontinuation from previous dose to 0 mg when a Lead-In patient enters the Randomization 

Phase.  Randomized patients do not receive Ribavirin. 
! Discontinuation from previous dose to 0 mg when a Responder Phase patient complete the W48 

study visit. 
! Discontinuation from previous dose to 0 mg for patients with a completed Form #64 (Death) or 

Form #25 (Early Termination From Trial). 
 
B1a. Date of dose change 

! Record the date the Ribavirin dose was changed using MM/DD/YYYY format. 
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B1b. Previous dose 
! Record the previously prescribed dose of Ribavirin in mg/day. 

 
B1c. Dose changed to 

! Record the newly prescribed dose of Ribavirin in mg/day. 
 

B1d. Reason dose was changed 
! Record the code number of the primary reason for adjustment Ribavirin dose.  Choose one 

Code from the list below. 
! If Reason Code is 44, 5, 6, and 99, it is important to record a succinct explanation why  

Ribavirin dose was changed.  Sixty characters, including spaces and punctuation, are 
provided. Examples:  “Low ANC”, “Neutropenia resolved”, “Hct dropped”, “Infection”, 
“Depressed”. 

 
B1e.  Enter the initials of the person completing this row of Section B.   

 
D/E column. After data entering this row, the data entry person should initial the shaded box.  
 
 

Ribavirin Dose Adjustment Codes 
 
44. Any adverse event or disabling symptom which, in the opinion of the investigator, warrants a 

reduction in accordance with the dose reduction guidelines outlined in the HALT-C Protocol. 
5. Any other adverse event, which, in the opinion of the investigator, places the patient at 

increased risk. 
6. Adverse event resolved. 
7. Changed according to protocol for randomization phase, or at completion of W20 responder 

treatment, or Breakthrough/Relapser patients entering Randomized Phase.  
99. Other. 
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Dose Adjustment for Ribavirin 
 
 
 
 
 
 

 
 

The “dose changed to” on one row will always be the same as the next row’s “previous dose”.  
 

The explanation of why the dose was adjusted is important. Be succinct: neutropenia, Hct dropped, infection, 
depressed. PI discretion means the PI made a clinical judgment about why the dose should be adjusted. Ask PI 
why and record. So, in other words, code 99, PI discretion is NOT a possible answer!  
 
If Form #27 Ribavirin Accountability Log was completed with Question B1 initial dose = 0 mg, Form #29 is 
not required. Go back and check that you have completed Form # 27 on this patient. 

 
To visualize what has been data entered, print out a report for this patient:  
Main Menu/Reports/Clinical/Ribavirin doses. 

     
 

What is the dose the pt 
was changed to? If the 
ribavirin was stopped at 
the order of the PI, the 
dose should be “0”.  

The first row “previous 
dose” would always be the 
Initial dose of ribavirin  pt 
received at W00.  Initials of 

data entry 
person 
when this 
part of the 
row is data 
entered. 

Remember to 
put pt ID on 
every page 

Hct, Hgb, 
ANC, platelet 
reductions. URI, depression, 

any other adverse 
events. 

Use rarely! 

Code from insert 
below. 

1, maximum 2- 
word explanation. 
Codes 6 & 7 need 
no explanation. 

Any dose adjustment made before 10/01/2001 needs to 
be recorded on Version A of this form. Any dose 
adjustment made on or after 10/01/2001 needs to be 
recorded on Version B. Call the DCC to add a second 
version to a patient’s forms in the DMS. 

No explanation 
needed. 
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HALT-C Trial Q x Q 

Local Lab 

Form # 30 Version C: 04/22/2004  

Purpose of Form #30: The Local Lab form is used to record the results of complete blood count, 
serum chemistries, uric acid, liver chemistries, prothrombin time, thyroid stimulating hormone, and 
urine and pregnancy tests from the local lab report.  Form #30 also collects information on the date 
and time patients last ate or drank to determine fasting status.  
 
A copy of the clinic note (with results from the urine dipstick and pregnancy test) and local lab reports 
(other labs) should be filed in the patient chart.  
 
When to complete Form #30: Upon receiving the results from your local lab, Form #30 should be 
completed and data entered for all study patients. Form #30 should be used each time labs are drawn 
for a study visit and sent to your local lab, with the exception of Screening Visit 2 (S00).  For 
Screening Visit 2 (S00) ONLY use form #35, Screening Visit 2 Local Labs.  
 
The Visit Control Sheet lists the lab tests required at each visit.  All results should be reviewed to see 
if they are within the reference range specified.  A value outside the reference range may indicate that 
further evaluation is required. 
 
When a patient is unable to come into the HALT-C clinical center, lab tests are occasionally done at 
an outside laboratory.  Outside laboratory results can be recorded on Form #30 with a brief 
explanation written on the form and data entered as a form level comment in the Data Management 
System (DMS) 
 
SECTION A: GENERAL INFORMATION  
 
A1. Affix the patient ID label in the space provided.  

! If the label is not available, record the patient number legibly.  
 
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form. 
 
A3. Enter the three-digit code that corresponds to the visit number. 
  
A4. Record the date that this form was completed in MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.  
 
A6. Record the date of the blood draw. 

! If blood was drawn on more than one day, record the date of the first blood draw.   
 
 

SECTION B0: FASTING INFORMATION 
 
B0a. Record the time of day when the blood sample was collected.  Circle 1 for AM or 2 for PM. 

Circle 1 for Midnight.  Circle 2 for Noon. 
 
B0b. Record the date when the when the patient reported he or she last ate or drank (other than 

water) using MM/DD/YYYY format. 
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B0c. Record the time of day when the patient reported he or she last ate or drank (other than 
water).  Circle 1 for AM or 2 for PM.  Circle 1 for Midnight.  Circle 2 for Noon. 

 
! After data entry of Questions A6, B0a, B0b, and B0c, the DMS automatically runs a 

“validity check” that compares the blood draw date and time to the fasting date and time. 
The validity check assumes that a patient would typically fast for 24 hours or less.   

 
! If the entered data indicates that patient fasted for more than 24 hours, a help text box will 

pop up with the following message:  The date and time the patient last ate/drank is 
expected to be within 24 hours before the date and time of the blood draw. 

  
! Upon seeing the pop up message, the data manager must verify that Questions A6, B0a, 

B0b, and B0c have been completed and data entered correctly.   
 
! If the patient truly fasted for more than 24 hours prior to the blood draw, the data manager 

can override the validity check. Provide a clear succinct explanation in the “Override 
reason” box: “Verified that pt did not eat/drink for 30 hours prior to blood draw”. 

 
 
 
 
General Instructions for completing and data entering Sections B through I: 
 
The DMS has been set up to expect a certain range for most lab values.  If an obtained value falls 
outside of this range, it should still be recorded on the paper form and data entered.  
 
! Upon entering an out of range value in the DMS, a data entry validation error screen will appear.  

If the data entered value is the actual obtained value recorded on the Form #30, then this out-of-
range value may be overridden.  Type a brief explanation in the "Reason” box (e.g., “Confirmed 
with lab source documentation”).  Enter your initials and click the “Set Override” button. 

 
If a particular lab test was not done or the results will never be available write “not done”, or “not 
available” on Form #30 with a brief reason in the margin.  When data entering Form #30 in the DMS, 
enter the value “-9”.  A data entry validation error message will appear on the screen.  
 
! If the value will never be obtained in the future, type a concise explanation in the "Reason” box.  

Enter your initials in the space provided and click on the “Set Override” button. 
 
! If the value may be obtained in the future, click on the “Ignore Value” button.  An edit report will be 

generated after the rest of the form is entered.  The form will have a “Pending Edits” status until 
the value is completed and data entered, or is determined to be unobtainable and an override 
"Reason" provided. 

 
There may be occasions when a repeated lab value must be entered on a Form # 30 (i.e., if platelets 
clump).  If a second test result is completed, cross out the previous value and write in the new value 
for the appropriate test on the paper Form #30.  Write the new blood draw date next to the new lab 
value.  Initial and date each edit.  File relevant source documentation in the patient chart.  Enter the 
new value in the DMS.  Add a field level comment briefly explaining the change (e.g. Platelets 
clumped.  Retested on 01/01/2004.) 
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SECTION B: COMPLETE BLOOD COUNT 
 
The following are needed from the Complete Blood Count (CBC) report:  
! white blood cell count (WBC) 
! neutrophils (ANC) 
! hematocrit (Hct)  

! hemoglobin (Hgb) 
! platelets  

 
CBC results should be completed on Form #30 at the following study visits: 
! Screening phase: Screening 1 (S00).  
! Lead-in phase: Baseline (W00), every clinic visit from Week 2 (W02) through Week 24 (W24).  
! Express/Breakthrough/Relapse patients: Randomization visit (R00). 
! Randomization phase: every clinic visit from Month 9 (M09) through Month 54 (M54).  
! Responder phase: every clinic visit from Week 30 (W30) through Week 72 (W72).  
 
B1.  Record white blood cell count as x103/mm3.  Range is 2.0 to 14.0. 
 
B2.  Record neutrophils as x103/mm3.  Range is 0.800 to 10.000. 
 
B3.  Record hematocrit in %.  Range is 30.0 to 55.0. 
 
B4.  Record hemoglobin in g/dL.  Range is 10.0 to 18.0. 
 
B5.  Record platelets as x103/mm3.  Range is 35 to 500. 
 
 
SECTION C: SERUM CHEMISTRIES 
 
The following are needed from the serum chemistry report:  
! blood urea nitrogen (BUN) 
! creatinine 

! glucose  
! triglycerides 

 
Serum chemistry results should be completed on Form #30 at the following study visits: 
! Screening phase: Screening 1 (S00).  
! Lead-in phase: Baseline (W00) and Week 20 (W20).  
! Express/Breakthrough/Relapse patients: Randomization visit (R00). 
! Randomization phase: every six months at Month 12 (M12), Month 18 (M18), Month 24 (M24), 

Month 30 (M30), Month 36 (M36), Month 42 (M42), and Month 48 (M48).  
! Responder phase: Week 48 (W48), Week 60 (W60), and Week 72 (W72). 
 
C1.  Record BUN in mg/dL.  Range is 0 to 40. 
 
C2.  Record creatinine in mg/dL.  Range is 0.0 to 2.0. 
 
C3.  Record fasting glucose in mg/dL.  Range is 50 to 300. 
 
C4.  Record triglycerides in mg/dL.  Range is 30 to 600. 
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SECTION D: URIC ACID 
 
Uric acid results should be completed on Form #30 at the following study visits: 
! Screening phase: Screening 1 (S00).  
! Lead-in phase: Baseline (W00) and Week 20 (W20).  
! Express/Breakthrough/Relapse patients: Randomization visit (R00). 
! Responder phase: Week 48 (W48). 
 
D1.  Record Uric acid in mg/dL.  Range is 3 to 10. 
 
 
SECTION E: LIVER CHEMISTRIES 
 
The following are needed from the liver chemistry report:  
! AST (SGOT) result and upper limit of normal 
! ALT (SGPT) result and upper limit of normal 
! alkaline phosphatase result and upper limit of normal 
! total bilirubin result 
! albumin result 
! result for either globulin or total protein
 
Liver chemistry results should be completed on Form #30 at the following study visits: 
! Screening phase: Screening 1 (S00).  
! Lead-in phase: Baseline (W00) and Week 4 (W04) through Week 24 (W24). 
! Express/Breakthrough/Relapse patients: Randomization visit (R00). 
! Randomization phase: every clinic visit from Month 9 (M09) through Month 54 (M54).  
! Responder phase: every clinic visit from Week 30 (W30) through Week 72 (W72).  
 
E1. Record AST (SGOT) in U/L. Range is 0 to 500. 
 
E1a. Record the AST upper limit of normal documented on the lab report.  Range is 0 to 100. 
 
E2. Record ALT (SGPT) in U/L. Range is 0 to 500. 
 
E2a. Record the ALT upper limit of normal documented on the lab report.  Range is 0 to 100. 
 
E3.  Record alkaline phosphatase in U/L. Range is 0 to 350. 
 
E3a. Record the alkaline phosphatase upper limit of normal documented on the lab report.  Range 

is 0 to 200. 
 
E4. Record total bilirubin in mg/dL.  Range is 0.0 to 6.0. 
 
E5. Record albumin in g/dL.  Range is 2.5 to 6.0. 
 
E6. Record either globulin in g/dL (range is 1.2 to 5.0), or total protein in g/dL (range is 4.0 to 9.0). 

! Data entry of globulin:  Enter the globulin value.  The DMS will skip automatically to the 
next section. 

! Data entry of total protein:  Enter a -1 for Globulin and the DMS will go to the total protein 
field.  Then enter the Total Protein value. 
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SECTION F: PROTHROMBIN TIME 
 
Prothrombin Time (PT) results should be completed on Form #30 at the following study visits: 
! Screening phase: Screening 1 (S00).  
! Lead-in phase: Baseline (W00), Week 12 (W12), and Week 20 (W20). 
! Express/Breakthrough/Relapse patients: Randomization visit (R00). 
! Randomization phase: every clinic visit from Month 9 (M09) through Month 54 (M54).  
! Responder phase: Week 36 (W36), Week 48 (W48), Week 60 (W60), and Week 72 (W72). 
 
F1. Record Prothrombin Time in INR (International Normalized Ratios).  Range is 0.5 to 2.0. 
 
 
SECTION G. THYROID STIMULATING HORMONE 
 
Thyroid Stimulating Hormone (TSH) results should be completed on Form #30 at the following study 
visits: 
! Lead-in phase: Week 12 (W12), and Week 20 (W20). 
! Randomization phase: every six months at Month 12 (M12), Month 18 (M18), Month 24 (M24), 

Month 30 (M30), Month 36 (M36), Month 42 (M42), and Month 48 (M48).   
! Responder phase: Week 36 (W36), Week 48 (W48), and Week 72 (W72). 
 
G1. Record TSH in mU/L. Range is 0.25 to 8.00. 
 
 
SECTION H. URINALYSIS BY DIPSTICK 
 
Protein and heme results by dipstick should be completed on Form #30 at the following study visits: 
! Randomization phase: Month 12 (M12), Month 24 (M24), Month 36 (M36), and Month 48 (M48).   
! Responder phase: Week 48 (W48). 
 
H1. Protein: circle one code that corresponds to the amount of protein found in the urine. 
 
H2. Heme: circle one code that corresponds to the amount of heme found in the urine. 
 
 
SECTION I: PREGNANCY TESTING 
 
Complete this section for female patients.  Do not complete this section for male patients. 
 
Pregnancy tests are performed for women of childbearing potential and completed on Form #30 at the 
following study visits: 
! Lead-in phase: Baseline (W00) and Week 4 (W04) through Week 24 (W24). 
! Express/Breakthrough/Relapse patients: Randomization visit (R00). 
! Randomization phase: Month 9 (M09) and Month 12 (M12). 
! Responder phase: Week 30 (W30), Week 36 (W36), Week 42 (W42), and Week 48 (W48).  
 
I1. Pregnancy test:  

! Circle "1" if the test was Positive.  If positive, consult the DCC for instructions. 
! Circle "2" if the test was Negative.   
! If the female patient is not of childbearing potential, circle "-1" for Not Applicable.  
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HALT-C Trial Q x Q 

Local AFP 
Form # 34 Version B: 08/20/2001  

Purpose of Form #34: The Local AFP form is used to record the AFP result. This form should be 
completed by the coordinators or other designated staff at the clinical centers. 
 
When to complete Form #34:  Upon receiving the AFP result from your local lab, the Local AFP 
Form #34 should be completed and data entered.  An AFP result should be entered on Form #34 at 
the following study visits: 
! Screening phase: Screening 1 (S00).  
! Lead-in phase: Baseline (W00) and Week 20 (W20).  
! Express patients: Baseline (R00) visit. 
! Randomization phase: every clinic visit from Month 9 (M09) through Month 54 (M54).  
! Responder phase: Week 36 (W36), Week 48 (W48), Week 60 (W60), and Week 72 (W72).  
 
The Visit Control Sheet lists the lab tests required at each visit.  All results should be reviewed to see 
if they are within the reference range specified.  A value outside the reference range may indicate that 
further evaluation is required. 
 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the patient number legibly.  
 
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form. 
 
A3. Enter the three-digit code that corresponds to the visit number. 
   
A4. Record the date that this form was completed using MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.   
 
 
SECTION B: AFP RESULT 
 
B1. Record the date drawn in MM/DD/YYYY format. 
 
B2. Record the AFP result in ng/ml.  Range is 0.10 to 300.00. 
 
B2a. Record the laboratory's reported upper limit of normal for the AFP test in ng/ml.  Range is 0.10 

to 100.00. 
 



 
  QxQ updated: 05/17/2004 
 

HALT-C Trial Q x Q Form # 35 Version B: 12/03/2001 Page 1 of 3 

HALT-C Trial Q x Q 

Screening Visit 2 Local Lab 
Form # 35 Version B: 12/03/2001 

Purpose of Form #35: The Screening Visit 2 Local Lab form is used to record lab results from the 
second Screening visit.  This includes liver chemistries, TSH, and urine and pregnancy tests. A copy 
of the clinic note (with the results of the urine dipstick and pregnancy test) and local lab report (for all 
other labs) should be attached to this form. The Visit Control Sheet provides instructions for which lab 
is required at each visit. All results should be reviewed to see if they are within the reference range 
specified.  A value outside the reference range may indicate that further evaluation is required.   
 
A copy of the clinic note (with results from the urine dipstick and pregnancy test) and local lab report 
(for all other labs) should be filed in the patient chart.  
 
When to complete Form #35: This form should be completed only at Screening Visit 2 (S00).  Upon 
receiving the results from your local lab, the Screening Visit 2 Lab Form #35 should be completed and 
data entered for all study patients. 
 
The Visit Control Sheet lists the lab tests required at each visit.  All results should be reviewed to see 
if they are within the reference range specified.  A value outside the reference range may indicate that 
further evaluation is required. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.  

! If the label is not available, record the patient number legibly.  
 
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form. 
 
A3. Enter the three-digit code that corresponds to the visit number. 
  
A4. Record the date that this form was completed in MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.  
 
A6. Record the date of the blood draw. 

! If blood was drawn on more than one day, record the date of the first blood draw.  File a 
copy of each lab report in the patient chart. 

 
General Instructions for completing and data entering Sections B through F: 
 
The DMS has been set up to expect a certain range for most lab values.  If an obtained value falls 
outside of this range, it should still be recorded on the paper form and data entered.  
 
! Upon entering an out of range value in the DMS, a data entry validation error screen will appear.  

If the data entered value is the actual obtained value recorded on the Form #38, then this out-of-
range value may be overridden.  Type a brief explanation in the "Reason” box (e.g., “Confirmed, 
correct value”).  Enter your initials in the space provided and click the “Set Override” button. 
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If a particular lab test was not done or the results will never be available write "ND", “not done”, or “not 
available” on the hard copy of the form and the reason in the space provided for the lab result.  When 
data entering Form #38 in the DMS, enter the value “-9”.  An error message will appear on the screen.  

 
! If the value will never be obtained in the future, type a concise explanation in the "Reason” 

box.  Enter your initials in the space provided and click on the “Set Override” button. 
 

! If the value may be obtained in the future, click on the “Ignore Value” button.  An edit report will 
be generated after the rest of the form is entered.  The form will have a “Pending Edits” status 
until the value is completed and data entered, or determines to be unobtainable and an 
override "Reason" provided. 

 
There may be occasions when a repeated lab value must be entered on a Form # 38 (i.e., if platelets 
clump).  If a second test result is completed, cross out the previous value and write in the new value 
for the appropriate test on the paper Form #38.  Write the new blood draw date next to the new lab 
value.  Initial and date each edit.  File relevant source documentation in the patient chart.  Enter the 
new value in the DMS.  Add a field level comment briefly explaining the change (e.g. Platelets 
clumped.  Retested on 01/01/2004.) 
 
 
SECTION B: LIVER CHEMISTRIES 
 
The following are needed from the liver chemistry report:  
! AST (SGOT) result and upper limit of normal 
! ALT (SGPT) result and upper limit of normal 
! alkaline phosphatase result and upper limit of normal 
! total bilirubin result 
! albumin result 
! result for either globulin or total protein
 
B1. Record AST (SGOT) in U/L. Range is 0 to 500. 
 
B1a. Record the AST upper limit of normal documented on the lab report.  Range is 0 to 100. 
 
B2. Record ALT (SGPT) in U/L. Range is 0 to 500. 
 
B2a. Record the ALT upper limit of normal documented on the lab report.  Range is 0 to 100. 
 
B3.  Record alkaline phosphatase in U/L. Range is 0 to 350. 
 
B3a. Record the alkaline phosphatase upper limit of normal documented on the lab report.  Range 

is 0 to 200. 
 
B4. Record total bilirubin in mg/dL.  Range is 0.0 to 6.0. 
 
B5. Record albumin in g/dL.  Range is 2.5 to 6.0. 
 
B6. Record either globulin in g/dL (range is 1.2 to 5.0), or total protein in g/dL (range is 4.0 to 9.0). 

! Data entry of globulin:  Enter the globulin value.  The DMS will skip automatically to the 
next section. 

! Data entry of total protein:  Enter a -1 for Globulin and the DMS will go to the total protein 
field.  Then enter the Total Protein value. 
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SECTION C. SCREENING TSH 
 
C1. Record Thyroid Stimulating Hormone (TSH) in mU/L. Range is 0.25 to 8.00. 
 
SECTION D: URINALYSIS BY DIPSTICK 
 
Document the results of the dipstick in the clinic note.  
 
D1. Protein: circle one code that corresponds to the amount of protein found in the urine. 
 
D2. Heme: circle one code that corresponds to the amount of heme found in the urine. 
 
SECTION E: PREGNANCY TESTING 
 
Complete this section for female patients.  Do not complete this section for male patients. 
 
E1. Pregnancy test:  

! Circle "1" if the test was Positive.  If positive, consult the DCC for instructions. 
! Circle "2" if the test was Negative.   
! If the female patient is not of childbearing potential, circle "-1" for Not Applicable. 

 
SECTION F: PROTHROMBIN TIME 
 
Prothrombin Time results are recorded at the Screening Visit 2 for Express patients only.   
 
F1. Record Prothrombin Time in INR (International Normalized Ratios).  Range is 0.5 to 2.0. 
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HALT-C Trial Q x Q 

Repeat AFP 
Form # 36 Version B: 08/20/2001 

 
Purpose of Form #36: The Repeat AFP form is used to record the result of any repeat AFP test.  
This form should be completed by the coordinators or other designated staff at the clinical centers. 
 
When to complete Form #36: Upon receiving a repeat AFP result from your local lab, the Repeat 
AFP Form #36 should be completed and data entered.  All results should be reviewed to see if they 
are within the reference range specified.  A value outside the reference range may indicate that 
further evaluation is required. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the patient number legibly.  
 
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form. 
 
A3. Enter the three-digit code that corresponds to the visit number. 
   
A4. Record the date that this form was completed using MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.   
 
 
SECTION B: AFP RESULT 
 
B1. Record the date drawn in MM/DD/YYYY format. 
 
B2. Record the AFP result in ng/ml.  Range is 0.10 to 300.00. 
 
B2a. Record the laboratory's reported upper limit of normal for the AFP test in ng/ml.  Range is 0.10 

to 100.00. 
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HALT-C Trial Q x Q 

Pre-treatment Express Blood Work 
Form # 38 Version A: 06/15/2000   

Purpose of Form #38: This form is used to record the results of pre-treatment blood work (within a 
month before the commencement of the patient’s current treatment) for the Express patients coming 
into the Screening Phase of the HALT-C Trial.  The blood work includes: complete blood count, serum 
chemistries, liver chemistries, and prothrombin time.  The values for the pre-treatment blood work can 
be used as entry criteria if the blood work collected on Form # 30 during the Screening process is not 
within the range specified by the protocol.   
 
A copy of the local lab report(s) should be filed in the patient chart.  
 
When to complete Form #38: This form can be completed as part of the Screening process for the 
Express patients.  
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.  

! If the label is not available, record the patient number legibly.  
 
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form. 
 
A3. Enter the three-digit code that corresponds to the visit number. 
  
A4. Record the date that this form was completed in MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.  
 
General Instructions for completing and data entering Sections B through E: 
 
The DMS has been set up to expect a certain range for most lab values.  If an obtained value falls 
outside of this range, it should still be recorded on the paper form and data entered.  
 
! Upon entering an out of range value in the DMS, a data entry validation error screen will appear.  

If the data entered value is the actual obtained value recorded on the Form #38, then this out-of-
range value may be overridden.  Type a brief explanation in the "Reason” box (e.g., “Confirmed, 
correct value”).  Enter your initials in the space provided and click the “Set Override” button. 

 
If a particular lab test was not done or the results will never be available write "ND", “not done”, or “not 
available” on the hard copy of the form and the reason in the space provided for the lab result.  When 
data entering Form #38 in the DMS, enter the value “-9”.  An error message will appear on the screen.  

 
! If the value will never be obtained in the future, type a concise explanation in the "Reason” 

box.  Enter your initials in the space provided and click on the “Set Override” button. 
 

! If the value may be obtained in the future, click on the “Ignore Value” button.  An edit report will 
be generated after the rest of the form is entered.  The form will have a “Pending Edits” status 
until the value is completed and data entered, or determines to be unobtainable and an 
override "Reason" provided. 

 



 
  QxQ updated: 05/17/2004 
 

HALT-C Trial Q x Q Form # 38 Version A: 06/15/2000 Page 2 of 3 
 

There may be occasions when a repeated lab value must be entered on a Form # 30 (i.e., if platelets 
clump).  If a second test result is completed, cross out the previous value and write in the new value 
for the appropriate test on the paper Form #38.  Write the new blood draw date next to the new lab 
value.  Initial and date each edit.  File relevant source documentation in the patient chart.  Enter the 
new value in the DMS.  Add a field level comment briefly explaining the change (e.g. Platelets 
clumped.  Retested on 01/01/2004.) 
 
SECTION B: COMPLETE BLOOD COUNT 
 
The following are needed from the Complete Blood Count (CBC) report:  
! white blood cell count (WBC) 
! neutrophils (ANC) 
! hematocrit (Hct)  

! hemoglobin (Hgb) 
! platelets  

 
B1.  Record white blood cell count as x103/mm3.  Range is 2.0 to 14.0. 
 
B1a. Record the date of the WBC blood draw in MM/DD/YYYY format. 
 
B2.  Record neutrophils as x103/mm3.  Range is 0.800 to 10.000. 
 
B2a. Record the date of the ANC blood draw in MM/DD/YYYY format. 
 
B3.  Record hematocrit in %.  Range is 30.0 to 55.0. 
 
B3a. Record the date of the Hct blood draw in MM/DD/YYYY format. 
 
B4.  Record hemoglobin in g/dL.  Range is 10.0 to 18.0. 
 
B4a. Record the date of the Hgb blood draw in MM/DD/YYYY format. 
 
B5.  Record platelets as x103/mm3.  Range is 35 to 500. 
 
B5a. Record the date of the platelet blood draw in MM/DD/YYYY format. 
 
SECTION C: SERUM CHEMISTRIES 
 
The following are needed from the serum chemistry report:  
! blood urea nitrogen (BUN) 
! creatinine 

! glucose  
! triglycerides 

 
C1.  Record BUN in mg/dL.  Range is 0 to 40. 
 
C1a. Record the date of the BUN blood draw in MM/DD/YYYY format. 
 
C2.  Record creatinine in mg/dL.  Range is 0.0 to 2.0. 
 
C2a. Record the date of the creatinine blood draw in MM/DD/YYYY format. 
 
C3.  Record fasting glucose in mg/dL.  Range is 50 to 300. 
 
C3a. Record the date of the glucose blood draw in MM/DD/YYYY format. 
 
C4.  Record triglycerides in mg/dL.  Range is 30 to 600. 
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C4a. Record the date of the triglycerides blood draw in MM/DD/YYYY format. 
 
SECTION D: LIVER CHEMISTRIES 
 
The following are needed from the liver chemistry report:  
! AST (SGOT) result and upper limit of normal 
! ALT (SGPT) result and upper limit of normal 
! alkaline phosphatase result and upper limit of normal 
! total bilirubin result 
! albumin result 
! result for either globulin or total protein
 
D1. Record AST (SGOT) in U/L. Range is 0 to 500. 
 
D1a. Record the AST upper limit of normal documented on the lab report.  Range is 0 to 100. 
 
D1b. Record the date of the AST blood draw in MM/DD/YYYY format. 
 
D2. Record ALT (SGPT) in U/L. Range is 0 to 500. 
 
D2a. Record the ALT upper limit of normal documented on the lab report.  Range is 0 to 100. 
 
D2b. Record the date of the ALT blood draw in MM/DD/YYYY format. 
 
D3.  Record alkaline phosphatase in U/L. Range is 0 to 350. 
 
D3a. Record the alkaline phosphatase upper limit of normal documented on the lab report.  Range 

is 0 to 200. 
 
D3b. Record the date of the alkaline phosphatase blood draw in MM/DD/YYYY format. 
 
D4. Record total bilirubin in mg/dL.  Range is 0.0 to 6.0. 
 
D4a. Record the date of the bilirubin blood draw in MM/DD/YYYY format. 
 
D5. Record albumin in g/dL.  Range is 2.5 to 6.0. 
 
D5a. Record the date of the albumin blood draw in MM/DD/YYYY format. 
 
D6. Record either globulin in g/dL (range is 1.2 to 5.0), or total protein in g/dL (range is 4.0 to 9.0). 

! Data entry of globulin:  Enter the globulin value.  The DMS will skip automatically to the 
next section. 

! Data entry of total protein:  Enter a -1 for Globulin and the DMS will go to the total protein 
field.  Then enter the Total Protein value. 

 
D6a. Record the date of the globulin blood draw in MM/DD/YYYY format. 
 
SECTION E: PROTHROMBIN TIME 
 
E1. Record Prothrombin Time in INR (International Normalized Ratios).  Range is 0.5 to 2.0. 
 
E1a. Record the date of the PT-INR blood draw in MM/DD/YYYY format. 
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HALT-C Trial Q x Q 

HIV Test Result 
Form # 39 Version A: 04/01/2004  

Purpose of Form #39: The HIV Test Result form is used to record the HIV results at Month 48 only.  
This form should be completed by the coordinators or other designated staff at the clinical centers. 
 
When to complete Form #39: The HIV Test Result form is completed at the Month 48 (M48) visit.  
The HIV Test Result during Screening is recorded on Form # 4 (Screening Checklist) or Form # 94 
(Express Screening Checklist).                                                                      
 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the patient number legibly.  
 
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form. 
 
A3. Enter the three-digit code that corresponds to the visit number. 
   
A4. Record the date that this form was completed using MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.   
 
 
SECTION B: HIV TEST RESULT 
 
B1. Record the date the blood was drawn in MM/DD/YYYY format. 
 
B2. Circle 1 for a HIV test result that has been confirmed positive by a second test.  Circle 2 for a 

negative HIV test result. 
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HALT-C Trial 

Quality Of Life 
Form # 40  Q x Q   Version A:  06/15/2000 (Rev. 03/07/2001)  

Purpose of Form #40:  The Quality of Life form collects information about the patient’s self-reported 
quality of life. This information will be used to measure changes in health-related quality of life over 
the course of the HALT-C trial. 
 
When to complete Form #40: Form #40 can be administered in either English or Spanish.  The 
Quality of Life form should be completed by all patients at the following visits: 
 
! Screening Phase patients:  Screening visit 1 or 2 (S01 or S02). 
! Responder Phase patients:  Week 72 visit (W72). 
! Randomization Phase patients:  Month 12 (M12), Month 24 (M24), Month 36 (M36), Month 48 

(M48), and Month 54 (M54) visits.  
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date the form was completed using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing Section A of the form.   
 
SECTION B:  QUALITY OF LIFE 
 
Section B of this form should be self-administered by the patient.  However, it may be necessary to 
read the questions to a patient, for example, if administered over the telephone or if the patient has a 
difficult time reading.  
 
If the patient is not able to complete this form by her/himself, the interviewer may read the questions 
and answers to the patient and circle the number on the form that corresponds to the answer given by 
the patient. If the interviewer completes the form in this manner, please note so in the margins of the 
form by writing "form completed by interviewer" with the initials of the interviewer. The data entry 
person should add this written statement as a form level comment in the DMS. 
 
The Quality of Life Form requires approximately 10 to 15 minutes to complete. This questionnaire 
should be given to patients before a provider sees them or asked about other health questions so that 
any discussion of health problems does not influence the respondent’s answers to the Quality of Life 
Questionnaire.  
 
The following script is suggested for introducing Section B of the questionnaire: 
 
We would like to better understand how you and other persons in this study feel, how well you are 
able to do your usual activities, and how you rate your own health. To help us better understand these 
things about you and other persons, please complete this questionnaire about your general health. 
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The questionnaire is simple to fill out. Be sure to read the instructions on the top of the first page 
(point to them). Remember, this is not a test and there are no right or wrong answers. Choose the 
response that best represents the way you feel. I will quickly review the questionnaire when you are 
done to make sure that all the items have been completed. 
 
You should answer these questions by yourself. Spouses, or other family members or visitors, should 
not assist you in completing the questionnaire. 
 
Please fill out the questionnaire now. I will be nearby in case you want to ask me any questions. 
Return the questionnaire to me when you have completed it. 
 
The patient should complete the form by circling the number corresponding to the statement that best 
describes the answer to the particular question.  
 
It is important that patients complete all of the items on the form.  
! Review the form for any missing items.  
! Make sure that each item has a single statement marked. 
! Please ask the patient to complete any missing or doubly marked items. 
! If an unanswered item is due to the respondent's having trouble understanding a particular 

item, you may reread the question for them verbatim, but do not rephrase the question. If the 
respondent is still unable to complete the survey, accept the survey as incomplete, and 
indicate that the respondent was unable to complete the survey due to difficulty understanding 
questions. Write "not done" in the margin next to each unanswered question. 

! If the patient is not able to complete this form by her/himself, please note so in the margins of 
the form and enter the initials of the person completing the forms as delineated above. 

 
Interview 
 
What if the respondent asks for clarification? 

! The interviewer may reread the question for respondent verbatim. If the respondent asks 
what something means, do not try to explain what the question means, but suggest that 
the respondent use her/his own interpretation of the question. 

 
What if the respondent says, “I don’t know” or something different than what is stated on the 
questionnaire? 

! Gently guide the respondent to a pre-set category with a script such as: 
      I know that it may be hard for you to think this way, but which of these categories most 

closely expresses what you are thinking or feeling? 
 
What if the patient asks if certain items, particularly the pain items, are limited to a specific health 
problem? 

! Explain that these questions ask about their health in general. 
 
Specific Instructions for Section B: 
 
3: a – j: If the patient responds that s/he does not do activity, probe: 
! Is that because of your health? 

1. Yes, limited a lot. 
2. Yes, limited a little. 
3. No, not limited at all.  

 
4-10 and 12 – 16: All these questions refer to events over the past four weeks.  
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HALT-C Trial Q x Q 

Skinner 
Form # 41 Version B: 01/02/2001 

Purpose of Form #41: The Skinner form uses patient interview format to record lifetime alcohol 
consumption patterns. The Skinner is completed using patient interview format. Drinks containing 
alcohol include beer, liquor, wine, and wine coolers. 
 
When to complete Form #41: This form should be completed for all HALT-C patients at the 
Screening visit (S00). 
 
SECTION A: GENERAL INFORMATION  
 
A1. Affix the patient ID label in the space provided.  

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.  
 
A3. The visit number, S00, is pre-printed on the form and does not need to be data entered. 
 
A4. Record the date of this visit using MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.  
 
SECTION B: LIFETIME ALCOHOL CONSUMPTION 
 
Before you start the patient interview, it is important that you have the following items needed to 
complete the Skinner Interview. 
! “Questions for Skinner” document (separate from the Skinner Form #41) 
! CARD #6 (Lifetime Drinking History Example) 
! CARD #7(One Standard Drink) 
! CARD #8 (Style)  
! CARD #9 (Life Events)  

 
To begin the Skinner interview, read the Section B introductory paragraphs to the patient. 
 
Then read Question B1 to the patient. 
 

Question B1 is intended to capture both drinkers who drank at least once a month for a year and 
binge drinkers who may not have drunk once a month, but still have a significant alcohol history.  

 
If the patient reports that s/he drank either: 

a) At least one drink per month over a 12-month period, or  
b) Drank at least three drinks per day for at least three consecutive days over a regular period 

of time. 
 

Circle 1 for YES and continue to Section C. 
Otherwise, Circle 2 for NO and the interview and form are complete.  
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SECTION C: LIFETIME DRINKING HISTORY  
 
Section C is set up in table form to record the different Phases of a person’s drinking history. Each 
row is a distinct Phase of the patient’s drinking history, and each column describes particulars (such 
as age, quantity, etc.) about that distinct Phase. Use the questions written on the “Questions for 
Skinner” document to fill out each column. This QxQ follows the columns a (age) through k (life 
events). The instructions below explain how to fill out the table column by column. As you continue the 
questioning for each Phase, complete the table row by row. Use extensive probing to help focus the 
patient and to obtain the information needed. 
  
Phase # Column:  
Phase 1 is the time at which the patient began to have at least one drink per month for at least 1 year. 
Subsequent Phases are recorded for Phases where the patient’s drinking behaviors were different in 
a significant way from the previous Phase. If a patient abstained for a period of time, that should be 
reported as a distinct Phase. 
 
Column (a) & Column (b): Age Range 
 
PHASE I: Now, I am going to ask you about your drinking pattern during the first year that you began 
to have at least one drink per month. How old were you when you first began regular drinking? 
  
SUBSEQUENT PHASES: How old were you when this next phase began? 
 
If the patient does not understand what information the interviewer is trying to elicit, show the patient 
CARD #6 as an example.  
 
Use the following table to record the age (estimated to one decimal point) to identify the beginning 
and end of a Phase. Ask the patient what age s/he was when each Phase began for column (a). 
Probe to get a month as well as the year by asking the season of the year, was it around the person’s 
birthday, etc. For determining the end age of a Phase in column (b), subtract one month from the age 
at the beginning of the next Phase. 
 
1 month = 0.1   4 months = 0.3   7 months = 0.6  10 months = 0.9 
 2 months = 0.2  5 months = 0.4   8 months = 0.7 11 months = 0.9 
 3 months = 0.3  6 months = 0.5   9 months = 0.8 12 months = 1.0 
 
Example of age range calculation:  
The patient states he first started drinking at age 16 related to peer pressure in high school. At age 
22, he got married and cut down on his drinking.  
 
The interviewer tries to pinpoint the start age: “Can you tell me what month you started drinking?”  
 
The patient responds: “During my junior year in high school, a month after my 16th birthday in April.”  
 
The interviewer records 16.1 in column (a) of the Phase 1 row. The interviewer then asks: “You were 
married at age 22. What month did you get married?”  
 
The patient responds: “We got married the 4th of July weekend.”  
 
The interviewer records 22.3 in column (a) of the Phase 2 row. The interviewer subtracts one month 
to determine the age at the end of Phase 1 and records 22.2 in column (b) of the Phase 1 row.  
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Column (c): Average Quantity 
 
QUESTION: How many drinks would you have on average per occasion (drinking day, day that you 
drank) during this phase?  
 
Show the patient CARD #7. Record the average number of alcoholic drinks per day the patient 
consumed on those days that s/he drank. 
 
! If patient reports abstinence during this Phase, record 00 in column (c) and skip to column (i). 

In column (i), circle 1 for “abstinent”. 
 
 
Column (d): Maximum Quantity 
 
QUESTION: What is the most or maximum number of drinks you would have in any one day during 
this phase?  
 
Record the maximum number of alcoholic drinks per day the patient consumed on those days that 
s/he drank.  
 
! Note: This is the maximum number that the person actually drank, not an estimate of his/her 

potential capacity or average consumption. Therefore, the number in column (c) can never 
exceed the number in column (d). 

 
 
Column (e): Frequency 
 
QUESTION: How many days per month would you generally drink at this level during this phase? (i.e. average 
drinks)  
 
Record the number of days per month that the patient drank during this Phase. 

 
 

Column (f, g, h): Type 
 
QUESTION: What type of beverage or beverages would you usually consume in an average month 
during this phase? Please tell me - out of 100%, what percent would be beer, what percent would be 
liquor, and what percent would be wine? 
 
Record in percentages the type of alcohol that the patient drank during this Phase. This section must 
add up to 100%. Wine should include wine coolers and fortified wine.  
 
 
Column (i): Style 
 
QUESTION: How would you rate your usual style of drinking during an average month during this 
phase? 
 
Show the patient CARD # 8. Code appropriately for the style that patient reports per month. 
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Column (j): Any Life Events that influenced drinking? 
 
PHASE I: Did any of these important events occur during this period (this phase) that influenced you 
to begin drinking regularly?  
 
(PROBE): Did this event influence/alter your drinking during this phase? 
 
SUBSEQUENT PHASES: Did any of these important events occur during this period (this phase) 
that altered your usual drinking habits? 
  
(PROBE): Did this event influence/alter your drinking during this phase? 
 
Show the patient  CARD # 9. It is important to probe the patient to report only the life events that 
influenced or altered drinking habits.  
 
If the patient reports no life events that influenced or altered drinking habits, circle 2 for NO and skip to 
the next Phase. 
 
If one or more life events are reported that influenced or altered drinking habits, circle 1 for YES. It 
may be helpful to circle the # next to the event in column (k) that are identified.   
 
 
Column (k): Perception of effect on your life  
 
QUESTION: What was your perception of this event? Would you say it was a positive (desirable), 
negative, (undesirable) or neutral (no) effect on your life? 
 
Continue to show the patient CARD # 9. For each life event identified by the patient in column (j) 
record whether the patient considers the event to have had a positive (desirable), negative 
(undesirable) or neutral (no) effect on his/her life.  
 
The patient’s perception of this life event is defined as how they saw the event at the time it occurred. 
We know that they identified this event as influencing their drinking. The question asks how the event 
effected their life, in a positive way, a negative way, or a neutral way. 
 
! Code 1 for positive effect, code 2 for negative effect, 3 for neutral effect. 

 
! Code 4 if this type of event did not occur. Do not leave any spaces blank.  

 
For example: A patient identifies his marriage as a life event that influenced his drinking during his 
Phase 2 (age 23.5 to 26.1). Although his marriage influenced him to drink more because his wife 
drank more than he was used to drinking, he perceived at that time that his marriage had a positive 
effect on his life.  
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Subsequent Phases (Row 2 – Row 10): 
 
Starting with Row 2, the next distinct drinking Phase needs to be identified so that all the columns can 
be filled out.  
 
In order to identify the next Phase, the interviewer needs to determine what events in the patient’s life 
may have changed or altered her/his drinking habits. So in Row 2 through Row 10, the life events 
(question j & k) will be identified first, before the other columns (a-i) can be completed.  
 
The transitional questions (below) allow the interviewer to end the current Phase and move on to the 
next Phase. 
 
TRANSITIONAL QUESTION TO END CURRENT PHASE AND MOVE TO NEXT PHASE: 
 
AT END OF PHASE I: We have just discussed your drinking habits at the point when you first began 
to drink regularly. Now I want you to think to when your drinking behavior was different in a 
significant way from this time. This could be the next 6 months or perhaps 2 or 5 years later. Can you 
think of any events in your life that may have changed or altered your drinking habits? 
 
AT THE END OF SUBSEQUENT PHASES: Now I want you to think to when your drinking 
behavior was different in a significant way from this time. This could be the next 6 months or perhaps 
2 or 5 years later. Can you think of any events in your life that may have changed or altered your 
drinking habits? 
 
 
Continue to fill the table row-by-row, column-by-column. Each distinct Phase will be a different row. If 
a patient abstained for a period of time, that should be reported as a distinct Phase. 
 
Establish age ranges for each Phase in chronological order, repeating the questions for quantity, 
frequency, type, style, and life events from the age of first regular drinking to the present. 
 
When the patient has reached his current age, the form is complete. 
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HALT-C Trial 

Alcohol Use Questionnaire 
Form # 42  QxQ   Version A:  06/15/2000 (Rev. 10/17/2002) 

Purpose of Form #42:  To determine alcohol use in study participants using a brief, self-
administrated instrument. 
 
When to complete Form #42:  Form #42 can be administered in either English or Spanish.  The 
Alcohol Use Questionnaire should be completed by all patients at the following visits: 
 
! Lead-In Phase patients:  Baseline visit (W00) and Week 24 (W24). 
! Express and Breakthrough/Relapse patients:  Randomization visit (R00). 
! Responder Phase patients:  Week 48 (W48) and Week 72 (W72) visits. 
! Randomization Phase patients:  Month 12 (M12), Month 18 (M18), Month 24 (M24), Month 30 

(M30), Month 36 (M36), Month 42 (M42), and Month 48 (M48) visits.  
 
SECTION A:  GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  

A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 

A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date the form was completed using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing Section A of the form.   
 
SECTION B:  ALCOHOL USE 
 
Section B of this form should be self-administered by the patient.  However, it may be necessary to 
read the questions to a patient, for example, if administered over the telephone or if the patient has a 
difficult time reading.  
 
If the patient is not able to complete Section B of this form by her/himself, the interviewer may read 
the questions and answers to the patient and circle the number on the form that corresponds to the 
answer given by the patient. If the interviewer completes the form in this manner, please note so in 
the margins of the form by writing "form completed by interviewer" with the initials of the interviewer. 
The data entry person should add this written statement as a form level comment in the DMS. 
 
The patient should complete Section B of this form by circling the number beside the statement that 
best describes her/his usual intake of alcohol in the past six months. The definition of 1 standard drink 
is in the box printed on the form. 
 
The Alcohol Use Questionnaire should take approximately two minutes to complete. 
 
It is important that the patient completes all of the items on the form.  
! Review the form for any missing items.  
! Make sure that each item has a single statement marked. 
! Please ask the patient to complete any missing or doubly marked items. 
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HALT-C Trial 

Symptoms Form  
Form # 43  QxQ   Version A:  06/15/2000 

Purpose of Form #43:  To assess symptoms that study participants may have been experiencing in 
the past week by using a brief, self-administrated instrument. 
 
When to complete Form #43:  Form #43 can be administered in either English or Spanish.  The 
Symptoms Form should be completed by all patients at the following visits: 
 
! Lead-In Phase patients:  Baseline visit (W00), Week 8 (W08), and Week 20 (W20). 
! Express and Breakthrough/Relapse patients:  Randomization visit (R00). 
! Responder Phase patients:  every visit through Week 72 (W72). 
! Randomization Phase patients:  every visit through Month 54 (M54).  
 
SECTION A:  GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  

A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 

A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date the form was completed using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing Section A of the form.   
 
SECTION B: COMPLETING THE SYMPTOMS FORM 
 
Section B of this form should be self-administered by the patient.  The patient should complete the 
form by marking with an “x” on the line next to each symptom that best describes how s/he has felt in 
the past week.  
 
! If the patient has not experienced this particular symptom in the past week, s/he should mark 

an “x” on the left perpendicular line on the left side of the horizontal line under “None”.  
! If s/he has experienced this particular symptom, s/he will mark an “x” on the horizontal line 

corresponding to whether the symptom was a little more than “None” to “Worst ever”.  
  
The Symptoms Questionnaire should take approximately three minutes to complete. 
 
If the patient is not able to complete this form by her/himself, the interviewer may read the question 
and have the patient point with a pen where s/he would make an “x” on the horizontal line. Please 
note in the margins of the form if the interviewer has completed the form and enter the initials of the 
person completing the forms as delineated above. The data entry person should add this written note 
as a form level comment in the DMS. 
 
It is important that patients complete all of the items on the form.  
! Review the form for any missing items.  
! Make sure that each item has a single statement marked. 
! Please ask the patient to complete any missing or doubly marked items. 
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SECTION C: SCORING THE SYMPTOMS FORM 
 
The data managers should measure all scores to the nearest 0.1 cm in the following way: 
 
! The horizontal line next to each symptom is 10 centimeters in length.  
 
! Place a centimeter ruler on the horizontal line with the “0” of the ruler on the left-hand 

perpendicular mark (under “None”). The juncture of the “x” on the horizontal line measures the 
number of centimeters from the 0 cm (“None”) mark.  

 
! This score should be placed in the gray box (Scoring: For Data Manager Use Only) next to the 

appropriate symptom. 
 
 
 
 
 
 
    
 
 
! If the “x” is marked above the line, extend the juncture of the “x” perpendicularly down to the 

symptom line and then measure as delineated above, starting at the left hand perpendicular mark 
(“None”) up to the extended line from the juncture of the “x”. 

 
! If for any reason the form was reproduced so that the horizontal line is slightly shorter or longer 

than 10 centimeters in length, the measurement should still be made from the left-hand 
perpendicular mark. 

 
 
 
 

None       Worst ever 

0 cm 10 cm 
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HALT-C Trial 

Beck Depression Inventory-II 
Form # 44  Q x Q   BDI-II  © 1996 

 
Purpose of Form #44: To detect depression in study participants using a brief, self-administered 
instrument.   
 
When to complete Form #44:  The Beck Depression Inventory-II can be administered in either 
English or Spanish.  The BDI-II should be completed by all patients at the following visits: 
 
! Screening Phase patients:  Screening Visit 2 (S02). 
! Lead-In Phase patients:  Week 12 (W12), and Week 20 (W20). 
! Responder Phase patients:  Week 36 (W36), Week 48 (W48), Week 60 (W60) and Week 72 

(W72). 
! Breakthrough/Relapse patients:  Randomization visit (R00). 
! Randomization Phase patients:  Every visit through Month 54 (M54).  
 
Lead-In patients participating in the Cognitive Effects Ancillary Study at Site 17 (University of 
Southern California) and Site 18 (University of Michigan) will complete the BDI-II at additional visits as 
listed below.  
 
! Cognitive Effects AS patients:  In addition to all administrations listed above, the Beck 

Depression Inventory II should also be collected at Baseline (W00), Week 4 (W04), Week 20 
(W20), and Week 24 (W24). 

 
SECTION A: GENERAL INFORMATION  
 
The Beck Depression Inventory-II is a copyrighted form, and therefore, does not have the same 
format as the other HALT-C forms. It is important that before you give the patient this form to fill out, 
that you write in the information needed below (Patient ID, Patient�s initials, Date form was completed, 
Visit Number, Initials of the person completing the form) in place of what is printed on the form (Name, 
Occupation, Marital Status, Age, Sex, Education). Remind the patient not to fill any of the 
demographic data out on the form.  
  
A1. Affix the patient ID label over the pre-printed demographics on the form.    

! If the label is not available, write down the words �Patient ID� and record the ID number 
legibly.  

  
A2. Write down the words �Patient�s initials� and enter the patient�s initials exactly as recorded on 

the Trial ID Assignment form.   
 
A3. Write down the word �Visit� and enter the three-digit code corresponding to this visit. 
 
A4. In the Date space in the blue strip at the top of the form, record the date when the BDI-II was 

administered.   
! When entering this date, use the MM/DD/YYYY format.  
 

A5. Write down the words: �Person Completing Section A� and enter the initials of the person 
completing the patient ID, initials, visit number and date fields.   
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COMPLETING THE BDI-II  

The patient should read the instructions provided on the form and then complete the form by circling 
the number beside the statement that best describes the way s/he has been feeling during the past 
two weeks including today.  
 
1. The BDI-II requires 5 to10 minutes to complete.  Individuals with moderate to severe depression 

may require longer to complete the survey.  
 
2. Note that Item 16 (Changes in Sleeping Pattern) and Item 18 (Changes in Appetite) have 7 

options rated in order as 0, 1a, 1b, 2a, 2b, 3a, and 3b to differentiate between increases and 
decreases in behavior or motivation.   Only one option should be selected. This item should be 
scored by the number of the statement selected.   

 
3. If a subject selects option 2 or 3 for Item 2 or Item 9, the physician investigator should be 

contacted for further intervention after the potential for suicide has been further assessed by the 
collaborating psychiatrist/psychologist. (see Total Score & Critical Items, below). 

 
4.   It is important that patients complete all of the items on the form.  
! Review the form for any missing items.  
! Make sure that each item has a single statement marked. 
! Ask the patient to correct any missing or doubly marked items. 

 
If the patient is not able to complete this form by her/himself, please note so in the margins of the form 
and enter the initials of the person completing the form.  In this situation, the form should be 
administered using standard interview technique. 
 
SCORING THE BDI-II  
 

1. The BDI-II is scored by summing the values of the 21 items.  Each item is rated on a 4-point 
scale ranging from 0 to 3.   

 
2. If an examinee has circled multiple choices for an item (and the interviewer did not notice this 

at the time), the choice with the highest rating is used as the item score.   
 

3. If a statement was not chosen for a given item,(and the interviewer did not notice this at the 
time), then the item is scored as a 0. 

 
4. Total up the score of page one and record it in the gray box marked �Subtotal Page 1�, at the 

bottom of the first page.  
 

5. Turn the page over and total up the score for page two and record in the gray box marked 
�Subtotal Page 2�, at the bottom of page two.  

 
6. Rerecord the �Subtotal Page 1� below the �Subtotal Page 2� and add these two scores to 

obtain the �Total Score�. Record the �Total Score� in the blue box provided at the bottom of 
page two. 

 
7. The minimum total score is 0 and the maximum total score is 63.  
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DATA ENTERING THE BDI-II  
 
For Data Entry in the HALT-C Data Management System (DMS), enter the score for each of the 21 
items. At the end of the DMS form entry, only the Total Score on Page 2, which is marked in a blue 
box, is data entered.  Do not data enter the Subtotal Score on Page 1 or Page 2. 

 
BDI-II SCORE INTERPRETATION 
 
Practitioners should keep in mind that all self-report inventories are subject to response bias.  That is, 
some individuals may endorse more symptoms then they actually have and thus produce spuriously 
high scores, while others might deny symptoms and receive spuriously low scores.  In addition, the 
practitioner is cautioned that the BDI-II may simply reflect the degree of depression, not the diagnosis 
of depression.  Determination of the severity of depression, and the establishment of a diagnosis of 
depression, require examination by a clinician (physician or psychologist/psychiatrist).    
 
Total Score & Critical Items 
 
It is essential that the interviewer be attentive to the Total Beck Depression Inventory Score and to the 
specific items related to suicidality: Item 2 (pessimism) and Item 9 (suicidality) before the patient 
finishes with her/his appointment. Patients admitting to suicide ideation (Item 9) and pessimism (Item 
2) with a rating of 2 or 3 should be closely scrutinized for suicide potential. In addition to notifying the 
Principal Investigator, consultation with the local psychiatry collaborator is indicated.  
 
When the interviewer totals a score that is 15 or greater and/or the items specific to suicidality are 
scored as a 2 or 3 (see above paragraph), tell the patient that her/his scores indicate that s/he may be 
having some depressive symptoms and you want to talk to the physician for further assessment. 
Some patients may feel uncomfortable admitting to having depressive feelings. Reassure them that 
these symptoms are important to talk about and can be managed with treatment.  
 
It is recommended that BDI-II scores be assessed and managed as follows at the clinical center: 
 
BDI-II Score  Depression severity 
0 � 10   None to minimal 
11 � 14  Mild 
15 � 19  Moderate 
20 � 28    Severe 
≥ 29   Critical 
 
Anti-depressants should be considered for patients with moderate to severe depression (BDI-II > 15) 
before considering IFN dose reduction, at the discretion of the principal investigator.  Additional follow-
up for patients is recommended in the Guideline for Management of Depression (See MOO - 
Management Guidelines). 
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HALT-C Trial 

Life Events Status Interview  

Form # 45  QxQ   Version B:  08/20/2001 (Rev. 05/28/2002) 

 
Purpose of Form #45:  This form collects data about the life events status of study participants, e.g., 
marital status, housing, working status, health insurance and education. Because Form #45 may be 
used as a source document, data collectors must sign the form. 
 
When to complete Form #45:  Sections A and B of Form #45 should be completed for all patients at 
the following study visits: 
! Lead-in Phase patients:  Baseline visit (W00). 
! Express patients:  Randomization Visit (R00). 
! Responder Phase patients:  Week 72 visit (W72). 
! Randomization Phase patients:  Month 12 (M12), Month 24 (M24), Month 36 (M36), Month 48 

(M48), and Month 54 (M54) visits.  
 
Section C of Form #45 should only be completed once at the following visit: 
! Lead-in Phase patients: Baseline visit (W00). 
! Express patients: Randomization Visit (R00). 
 
The Life Events Status Interview should take approximately three minutes to complete. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date the form was completed using MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing Section A of the form.   
 
 
SECTION B: COMPLETING THE LIFE EVENTS STATUS INTERVIEW 
 
Note: Section B should be completed at every visit that requires a Form #45. The HALT-C staff 
member who collects the data recorded in Section B and C must sign the form on page 3. 
 
Using interview technique, read the introduction, questions, and all answers to the patient. Circle the 
number next to the patient’s answer. If the patient gives two answers, probe using interview technique 
to elicit the answer that is closest to the current situation. 
  
B1.  Circle one number that corresponds to the patient’s current marital status. 
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B2.  Record the number of people the patient reports living in his/her household. 
! If the patient lives alone, record “1”. 
! If the patient lives with one other person, record “2”; etc. 

 
B3.  Circle one number that corresponds to the patient’s current housing type. 

! If answers 1 – 6 do not apply, circle 7 for OTHER. Briefly record the housing type. 
 
B4.  Circle one number that corresponds to the patient’s current employment situation. 

! If you circle answers 1 – 5, skip to Question B6. 
! If you circle answer 6, continue to Question B5. 
! If answers 1 – 6 do not apply, circle 7 for OTHER. Briefly record employment situation. 

 
B5.  Circle one number that corresponds to the unemployed patient’s situation. 
 
B6.  If the patient’s work situation has changed because of reasons related to health, circle 1 for 

YES. Otherwise, circle 2 for NO. 
 
B7a-e.  Circle one number for each question corresponding to the patient’s current health insurance.  

! If the patient currently has the insurance listed in B7a-e, circle 1 for YES.    
! If the patient does not have the insurance listed in B7a-e, circle 2 for NO.   
! If the patient does not know about the insurance listed in B7a-e, circle 3 for DON’T 

KNOW.   
 
B7e. If the answer to B7e is YES, briefly record the kind of health insurance. 
 
 
SECTION C: BASELINE DEMOGRAPHICS INTERVIEW 
 
Note: Section C should be completed only at baseline (W00) for Lead-in Phase patients and 
Randomization Visit (R00) for Express patients.  The HALT-C staff member who collects the data 
recorded in Section B and C must sign the form on page 3. 
 
C1.   Circle one answer corresponding to highest grade or year of school completed. Do not read 

the answers aloud. Probe using interviewing technique as appropriate. 
 

1. Less than high school: Schooling ended before high school. 
2. Some high school: Attended high school, but did not graduate. 
3. Completed high school: Graduated from high school. 
4. GED: Received a GED diploma. 
5. Vocational or technical school: Graduated from a vocational or technical school. 
6. Some college: Attended college or took college classes, but did not graduate. 
7. Completed college: Graduated from college. 
8. Some graduate school: Took post-college courses, but did not receive a graduate degree. 
9. Graduate/Professional Degree: Completed post-college graduate or professional school 

degree. 
 
After completion of the interview, the HALT-C staff interviewer should sign the form on page 3. 
 
 



  QxQ updated: 07/29/2004 
 

HALT-C Trial Q x Q Form # 50 Version C: 10/01/2001 Page 1 of 4 

HALT-C Trial Q x Q 

Screening Biopsy Evaluation   

Form # 50  Version C: 10/01/2001   

 
Purpose of Form #50:  The Screening Biopsy Evaluation Form is used by the local pathologist to 
record the results of the HALT-C Trial screening biopsy at each clinical center. 
 
When to complete Form #50:   This form should be completed and data entered as part of the 
HALT-C screening process. 
 
Note on dates: 
! All dates on this form should be entering using MM/DD/YYYY format. 
! In this format, Enter the 2-digit number for the month in the first 2 spaces provided (i.e., January = 

“01”, February =“02”, etc.), the 2-digit number for the day of the month in the second 2 spaces 
provided, and the 4-digit number for the year in the final 4 spaces provided. 

 
SECTION A:  GENERAL INFORMATION  
 
A1. Affix the patient ID label in the space provided.   

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment Form #1.  
 
A3. This form can only be used for the screening (S00) visit. 
 
A4. Record the date Sections A and B were completed by the Study Coordinator using 

MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing Sections A and B of this form.  
 
SECTION B:  TO BE COMPLETED BY STUDY COORDINATOR  
 
B1.  Record the date that the most recent course of treatment with interferon ended.  
 

! If the patient is an Express patient and is still on treatment during Screening, please record 
09/09/0909 and leave a pending edit. Enter the stop date once the patient comes off 
interferon treatment. 

! The date that the most recent course of treatment with interferon ended should correspond 
with treatment information recorded on Trial ID Assignment Form #1: Question C1 (start 
date of most recent adequate course of treatment with any Interferon) and Question C5 
(total number of weeks this course of Interferon given). 

 
B2.  Record the date that this biopsy was performed using MM/DD/YYYY format. 
 
B3.  Record whether the biopsy was performed specifically for entry into the HALT-C Trial.  If the 

answer is YES, circle 1. If the answer is NO, circle 2. 
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B4. See the box below regarding Hospital Accession #. 
 
Per HALT-C Communication #43 dated 09/30/2003:  
Changes have been made in the way local biopsy forms (Forms 50 and 52) are data entered.  
These changes were made in order to comply with the new HIPAA regulations.  
 
From now on, you will not be able to data enter the hospital accession ID recorded on Form 
50, Screening Biopsy, and Form 52, Clinical Center Biopsy.  You will get an error message 
stating -9 is the only acceptable value for any question that asks for the accession ID.  Data 
enter -9 in place of the accession ID.  
 
Do not write the Hospital Accession # of the biopsy (B4 on Form # 50, B2 on Form # 52). Mark 
it with a -9. The Hospital Accession # should be available on the source documentation of the 
pathology report. 
 
In addition, all accession IDs previously entered in the DMS have been blanked out, and will 
appear as "-9" if you open a completed form to look at the data. 
 
 

SECTION C:  TO BE COMPLETED BY THE LOCAL PATHOLOGIST 
 
C1. Enter the initials of the HALT-C pathologist who reviewed the biopsy and completed this 

section of the form.  
 
C2.  Record the date that this biopsy was read. 
 
C3a. Record the Ishak fibrosis score of this biopsy. 
 

The Masson stain will be used to determine the Ishak fibrosis score. The criteria for scoring 
can be found in: Ishak KG, et al.:  Histological grading and staging of chronic hepatitis.  J 
Hepatol 1995; 22:696-699. 

 
! If the Ishak fibrosis score is 0 or 1, the patient is not eligible for the HALT-C Trial. 
! If the Ishak fibrosis score is a 2, continue to Question C3b. Patients with an Ishak score of 

2 are eligible if they have a previous biopsy of 3 or greater.  
! If the Ishak fibrosis score is 3 or greater, skip to Question C4. 

 
C3b. Record whether the patient has a previous biopsy with an Ishak fibrosis score of 3 or greater.  
 

! If the answer is YES, circle 1 and complete Questions C3c1 and C3c2. 
! If the answer is NO, circle 2. The patient is not eligible for the HALT-C Trial. 
  

C3c1. Record the date of the previous biopsy. If there is more than one previous biopsy, complete 
additional rows of the table. 

 
C3c2. Record the Ishak fibrosis score of the previous biopsy. 
 
C3c3. See the box above regarding Hospital Accession #. 
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C4. Record if there is evidence of alcoholic or nonalcoholic steatohepatitis. 
 

Steatohepatitis is recognized using the H&E stain plus the Masson for fibrosis. 
 

! If the answer is YES, circle 1 and continue to Question C5. 
! If the answer is NO, circle 2 and skip to Question C6.  

 
C5. Record whether the steatohepatitis is severe. 
 

! If the answer is YES, circle 1. The patient is not eligible for the HALT-C Trial.  
! If the answer is NO, circle 2 and continue to Question C6.  

 
C6. Record if there is evidence of 3+ or 4+ hepatocellular stainable iron. 
 

Iron grading will be done using a Perl’s or Mallory’s Prussian blue stain.  The grading criteria, 
which can be found in Table 1 of Jay Lefkowitch’s chapter (p. 299) of the 1998 AASLD 
syllabus, are: 
 
Grade   Histological identification and magnification 
   0    Granules absent or barely discernable at any power 
   1 Granules not visible at low power, but seen at higher objectives in the immediate periportal 

region 
   2    Granules visible at low power in periportal region, occupying part of acinar zone 1 
   3 Granules readily visible at low power, occupying a large majority of the acinus, with some 

sparing of zone 3 
   4    Blue staining visible with the naked eye and at all magnifications throughout all acinar zones 

  
! If the answer is PRESENT, circle 1. The patient may not eligible for the HALT-C trial.  
! If the answer is ABSENT, circle 2 and continue to Question C7.  
 
For patients with 3+ or 4+ stainable iron: 
! In order to determine if this patient has hemachromatosis or secondary iron overload, the 

value of serum ferritin or iron saturation (serum iron/IBC x 100%) needs to be evaluated.  
! If the patient has elevated serum ferritin or iron saturation greater than 50%, the patient 

needs to undergo HFE genetic testing. 
! Patients homozygous for C282Y, or positive for either C282Y or H63D, are not eligible for 

the HALT-C trial. 
! Patients negative for HFE testing may enter the HALT-C Trial after undergoing phlebotomy 

therapy to remove hepatic iron, and then having a repeat liver biopsy that demonstrates 
less than 3+ hepatic iron. 
 

C7.  Record if liver histology is consistent with alpha-1-antitrypsin deficiency. 
 

The PAS diastase stain is used to recognize alpha-1-antitrypsin globules.  
 

! If alpha-1-antitrypsin globules are PRESENT, circle 1. The patient may not eligible for the 
HALT-C trial.  

! If the answer is ABSENT, circle 2 and continue to Question C8.  
 

If alpha-1-antitrypsin globules are present: 
! Clinicians should check serum alpha-1-antitrypsin. 
! Patients with confirmed alpha-1-antitrypsin deficiency are not eligible for the HALT-C Trial. 
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C8. Record the number of unstained slides available for shipment to AFIP.  
 

! Ten unstained slides should be sent to the DCC for blinding.  
! Slide boxes will be supplied to Study Coordinators for shipment of slides to the DCC. 
! The DCC will blind the unstained slides and forward them to AFIP. 
! AFIP will stain the slides in preparation for review by the Central Pathology Committee. 

 
C9. Record the total number of slides that will remain at your center following shipment of the 10 

unstained slides to the DCC.  
 

! If there is a problem with the shipment of the unstained slides (i.e.: shipment lost or slides 
broken), we may request that these slides be sent to the AFIP to allow for central review.  

 
C10. Record if the block is available at your center. If the answer is YES, circle 1. If the answer is 

NO, circle 2. 
 
C11. Is there source documentation available? Please attach available source documentation. 
 

A source document is a part of the patient’s medical record which serves to validate data 
collected on the data entry forms.  The appropriate source documents should be attached to 
this form with all identifying patient information, such as patient name and medical record 
number blacked out.  The HALT-C trial requires the following source documents for each 
endoscopy: 

 
! If the answer is YES, circle 1 and attach available source documentation.  
! If the answer is NO, circle 2. 
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HALT-C Trial Q x Q 

Clinical Center Biopsy  
Form # 52 Q x Q   Version A: 06/15/2000  (Rev. 07/20/2004)  

Purpose of Form #52:   The Clinical Center Biopsy form is used by the local pathologist to record 
whether a randomized phase liver biopsy is adequate for central review. 
 
When to complete Form #52:   Liver biopsies are requested at the Month 24 (M24) and the Month 
48 (M48) study visits. Form #52 should be completed for every patient or set to missing in the 
following manner: 

 
! This form should be completed when the patient has a liver biopsy done. 
! If at M24 or M48, the biopsy is not done, but is scheduled for a later date, leave this form as 

expected in the DMS and complete the paper copy when the biopsy is done. 
! If you know for certain that the biopsy will never be done, record on the paper copy of the form 

why the biopsy will never be done. “Not Done” is not an acceptable explanation. “Not Done 
because patient has had liver transplant “ is an example of an acceptable explanation. Write a 
note on the form for the Data Manager to set the form to missing.  

! Set this form to missing in the DMS and copy the explanation written by the coordinator on 
Form # 52 into the textbox “Enter Missing Form Reason.”  

! Mark on the paper form that the form has been set to missing in the DMS and place the form 
in the patient notebook under the M24 and/or M48 visit(s). 

! This form was revised in order to comply with HIPAA regulations. The hospital accession # for 
the biopsy should be recorded in the medical records, but not on form # 52 or the DMS. 

 
In the HALT-C Data Management System (DMS), Form # 14: Specimen Collection and Form # 52: 
Clinical Center Biopsy are set to be expected even if the patient misses the M24 or M48 visit. You will 
be reminded when you run an Outstanding Forms Report that you must complete these two forms as 
outlined above. This report will allow you to enter the forms when the patient is willing to have the 
biopsy after a missed M24 or M48 visit. 
 
Note on dates: 
! All dates on this form should be entering using MM/DD/YYYY format. 
! In this format, Enter the 2-digit number for the month in the first 2 spaces provided (i.e., January = 

“01”, February =“02”, etc.), the 2-digit number for the day of the month in the second 2 spaces 
provided, and the 4-digit number for the year in the final 4 spaces provided. 

 
SECTION A:  GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Record the visit for which this biopsy is being reviewed. It can only be M24 or M48. 
 
A4. Record the date Sections A and B of this form were completed using MM/DD/YYYY format.    
 
A5. Enter the initials of the person completing Sections A and B of this form.   
 
SECTION B:  TO BE COMPLETED BY STUDY COORDINATOR   
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B1.  Record the date that this biopsy was performed using MM/DD/YYYY format. 
 
B2. See the box below regarding Hospital Accession #. 

 
Per HALT-C Communication #43 dated 09/30/2003:  
Changes have been made in the way local biopsy forms (Forms 50 and 52) are data entered.  
These changes were made in order to comply with the new HIPAA regulations.  
 
From now on, you will not be able to data enter the hospital accession ID recorded on Form 
50, Screening Biopsy, and Form 52, Clinical Center Biopsy.  You will get an error message 
stating -9 is the only acceptable value for any question that asks for the accession ID.  Data 
enter -9 in place of the accession ID.   
 
Do not write the Hospital Accession # of the biopsy (B4 on Form # 50, B2 on Form # 52). Mark 
it with a -9. The Hospital Accession # should be available on the source documentation of the 
pathology report. 
 
In addition, all accession IDs previously entered in the DMS have been blanked out, and will 
appear as "-9" if you open a completed form to look at the data. 
 

SECTION C: TO BE COMPLETED BY THE LOCAL PATHOLOGIST 
 
C1. Enter the initials of the HALT-C pathologist who reviewed the liver biopsy and is completing 

this section of the form.   
 
C2. Record the date that this liver biopsy was read using MM/DD/YYYY format. 
 
C3. Record whether or not the biopsy is adequate for grading and staging. If the answer is YES, 

circle 1. If the answer is NO, circle 2. 
 

The criteria for scoring can be found in: Ishak KG, et al.:  Histological grading and staging of 
chronic hepatitis.  J Hepatol 1995; 22:696-699. 

 
C4. Record the number of unstained slides available for shipment to AFIP.  
 

! Ten unstained slides should be sent to the DCC for blinding.  
! Slide boxes will be supplied to Study Coordinators for shipment of slides to the DCC. 
! The DCC will blind the unstained slides and forward them to AFIP. 
! AFIP will stain the slides in preparation for review by the Central Pathology Committee. 

 
C5. Record the total number of slides that will remain at your center following shipment of the 10 

unstained slides to the DCC.  
 

! If there is a problem with the shipment of the unstained slides (i.e.: shipment lost or slides 
broken), we may request that these slides be sent to the AFIP to allow for central review.  

 
C6. Record if the block is available at your center. If the answer is YES, circle 1. If the answer is 

NO, circle 2. 
 

Return the completed Form #52 and 10 unstained slides to the Study Coordinator. 
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HALT-C Trial

Morphometry
Form # 53 Q x Q Version A: 6/15/00

Purpose of this form: The purpose of this form is to document all Morphometry testing results.

When to complete this form: Morphometry testing is done on all screening (S00), month 24 (M24)
and month 48 (M48) biopsies. Zachary Goodman will be performing these tests at the Armed Forces
Institute of Pathology (AFIP) in Silver Springs MD.
The results will be sent in an importable file to the DCC and will be inserted into the DMS. When
results have been imported Form #53 will appear in each patients summary of forms as complete.

NOTE: Clinical centers do not have to complete this form.
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HALT-C Trial Q x Q 

Adverse Event Report    
Form #60 Version A: 06/15/2000 

 

Purpose of Form #60: The Adverse Event Report form is used to record information on a single 
adverse event (definition below).  The paper copy of the Adverse Event Report form should be kept in 
the patient’s record for reference and updating.  Data entering Form #60 adds the adverse event to a 
log in the Data Management System (DMS).  The information in the adverse event log is used to track 
adverse events for patient follow-up and reporting purposes.  
 
How to use Form #60: When an adverse event is first data entered, the DMS assigns an event 
number to it.  This number should be recorded on the paper copy of the Adverse Event Report form.  
Any ongoing adverse event (one with continuing status) must be reviewed with the patient and the 
status of the particular adverse advent updated at subsequent study visits until the event is resolved. 
When there is a change in the status of the adverse event, the updated information needs to be 
recorded on the paper copy and data entered, using the event number to identify the correct adverse 
event in the DMS.  If there is no change in the status of the event, i.e., B5 c, d, e, f, g, and h are 
exactly the same on a new date, the paper and DMS Form #60 do not need to be updated.  A note in 
the patient’s chart indicating that there is no change in this particular adverse event is sufficient 
source documentation.  
 
When to complete Form #60: The Adverse Event Report form should be completed and data 
entered whenever coordinators or principal investigators learn of an adverse event.  This form may be 
filled out or updated during a regular study visit or between study visits.  When the coordinator checks 
on the status of a continuing adverse event, the Adverse Event Report form and DMS should be 
updated with any changes in status and treatment or actions taken as a result.  This form should be 
used from the time the patient signs the Main Trial Screening consent form through Month 54 (M54) 
for patients in the randomized phase, and Week 72 (W72) for patients in the responder phase. 
 
NOTE ON OTHER FORMS TO BE COMPLETED WHEN AN ADVERSE EVENT OCCURS: 
  
! Serious Adverse Event Report form (Form #61): If the adverse event is defined as serious 

(Question B5d = 3) and is not the first instance of a clinical outcome. 
! Clinical Outcome form (Form #63): If the adverse event is the first instance of a clinical 

outcome.  
! Death Report form (Form #64): If the adverse event is or results in death. 
! Dose Adjustment Logs (Form #28 and Form #29): If the adverse event results in a dose 

change. 
! Early Termination of Peginterferon alfa-2a Treatment (Form #19): If the adverse event results 

in the premature permanent termination of Peginterferon alfa-2a  
! Early Termination from Trial (Form #25): If the adverse event results in early termination of the 

patient’s participation in the HALT-C Trial. 
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SECTION A: 
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
SECTION B:  ADVERSE EVENT INFORMATION 
 
Definition: An adverse event is any adverse change from the patient’s baseline (pre-treatment) 

condition, including intercurrent illness, which occurs during the course of the trial, after 
treatment has started, whether considered related to treatment or not.   

 
Note on dates: 

! All dates in this section should be recorded using MM/DD/YYYY format. 
! Enter the 2-digit number for the month in the first 2 spaces provided (i.e., January = “01”, 

February = “02”, etc.), the 2-digit number for the day of the month in the second 2 spaces 
provided, and the 4-digit number for the year in the final 4 spaces provided. 

 
General Instructions for B1 – B4:   
These items are entered just once for each adverse event. 
 
B1.  As part of a patient’s adverse event log, the DMS assigns event numbers sequentially for each 

patient. 
! Record the event number on the paper copy of the Adverse Event Report form. 

 
B2. Enter the event code from the ICD-9 code list.  Do not use 799.9.  Enter -9 for the code and 

select “Ignore Value” so that it shows up as a pending edit.  If an event code cannot be 
determined from the ICD-9 Codebook, request a code from the DCC.  

 
B3. Describe the adverse event.  One hundred twenty characters (including punctuation and 

spaces) are available for data entry. 
 
B4.  Record the date that the adverse event began.  
 
General Instructions for B5a. – B5h.:  

! Complete the first line of this section when the adverse event is first reported.  This date 
may be the same as the date in B4, or a later date, but never an earlier date than B4. 

! Complete an additional entry each time the status of the ongoing adverse event is updated 
with any changes.  An entry is required at all study visits until an end date is recorded for 
the adverse event, and the status is no longer recorded as “continuing”. 

! If more updates are required than lines available, start a new form #60, using the same 
information recorded in Sections A and B 1-4. 

! All adverse events must be resolved. When a patient is withdrawn from the trial because of 
death, loss to follow-up, end of participation in the trial (completed W72 of the W20 
Responder Phase, completed M54), or other reasons, Form #60 must be completely 
resolved.  See B5c below for details. 

 
B5a. Enter the initials of the person completing this entry in the adverse event log.   
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B5b. In the first row, record the date that the adverse event was first reported to the clinical center 
staff, and in subsequent rows, record the date when there is a change in the status of the 
adverse event that needs updating. 
! For new events, record the date the adverse event was first reported. 
! For continuing adverse events, record the date the status of the adverse event was 

changed and reported to the site (e.g., a subsequent study visit or interim phone call).  
 
B5c. Record the date that the adverse event resolved OR for continuing events, check the 

“ongoing” box. 
! Checking “ongoing” implies that the adverse event status (B5g) is “continuing”.  You must 

complete B5d through B5h. 
! If the patient is no longer in the Trial (loss to follow-up, death, finished W72 / M54) ongoing 

adverse events need to be resolved. 
! If the patient died, record the date of the death as the date the adverse event resolved 

and skip to C1. 
! You may choose to record “3” in this space.  Place a Form 60 sticker in B5d and skip to 

C1.  Recording a “3” indicates that the patient is medically stable per PI or referred to 
MD outside the HALT-C Trial. 

 
 
 
 
 
 
 
B5d. Enter the code that best defines the severity of the adverse event, using the following 

definitions: 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

! In addition to this Adverse Event Report, Form #61 Serious Adverse Event Report must 
also be completed for adverse events rated as serious unless it is the first instance of a 
clinical outcome.  

! Note: “Serious” in B5d is according to the above definition, not because the patient feels 
the symptom is “serious” to her/him. 

! The DCC and Hoffmann-La Roche (for those SAEs that are applicable) must be notified 
within 24 hours of all serious adverse events.         

! If a continuing adverse event that is initially rated as mild or moderate becomes serious, 
complete a Serious Adverse Event Report form (#61), and notify the DCC and Hoffmann-
La Roche (if applicable) within 24 hours. 

! If the Form #60 sticker has been placed on the paper, B5d does not have to be completed.  
Skip to question C1. 

Adverse Event Severity Definitions 
 

1. Mild:  Discomfort noticed but no disruption of normal daily activity     
 

2. Moderate:  Discomfort sufficient to reduce or affect normal daily activity    
 

3. Serious: Results in death; is life-threatening (immediate risk of death at the 
time of the event); requires inpatient hospitalization or prolongation of existing 
hospitalization; results in persistent or significant disability/incapacity; is a 
congenital abnormality or birth defect; or any serious medical condition.  Any 
medical condition, based upon appropriate medical judgement, that may 
jeopardize the patient and may require medical or surgical intervention will be 
considered a serious adverse event.  

Form #60 Adverse Event Report 
B5c (Rev. 11/01/2003) Date Adverse  
Event Ended 
If ongoing & no longer in study record  
3 = medically stable per PI or referred to 
MD outside HALT-C Trial 



 
  QxQ updated: 09/07/2004 
 

HALT-C Trial Q x Q Form #60 Version A: 06/15/2000 Page 4 of 6 

B5e. Enter the code that best represents the pattern of this adverse event:  
 

 

Pattern of Events 

1.  Single event: The event occurred just once, and has resolved at the time of reporting. 

2.  Continuous:  The event began just once, and is still ongoing at the time of reporting. 

3.  Intermittent:  The event has gone through at least one cycle of starting, stopping, and starting again. 
 

 

! If the Form #60 sticker has been placed on the paper, B5e does not have to be completed.  
Skip to question C1. 

 
B5f. Using the definitions on the next page, enter the code for the relationship of the adverse event 

to trial medication that the patient is currently taking.  
! Use code 1, “unrelated”, if the patient is not currently taking trial medication (e.g. in the 

control arm of the trial). 
! If the Form #60 sticker has been placed on the paper, B5f does not have to be completed.  

Skip to question C1. 
 
 

Relationship of Adverse Event to Trial Medication 
 
1. Unrelated:  This category is applicable to those adverse events which, after careful medical 

consideration at the time of evaluation, are judged to be clearly and incontrovertibly due to 
extraneous causes (disease, environment, etc.) and do not meet the criteria for drug relationship 
listed under Remote, Possible or Probable. 

 

2. Remote:  (must have a and b) In general, this category is applicable to an adverse event which 
meets the following criteria: 
 

a.  It does not follow a reasonable temporal sequence from administration of the Trial medication. 
b.  It could readily have been produced by the patient’s clinical state, environmental or toxic 

factors, or other modes of therapy administered to the patient. 
c.  It does not follow a known pattern of response to the suspected drug. 
d.  It does not reappear or worsen when the drug is re-administered. 

 
3.   Possible:  (must have a and b) this category applies to those adverse events in which the 

connection with Trial medication administration appears unlikely, but cannot be ruled out with 
certainty. 

 

a.  It follows a reasonable temporal sequence from administration of Trial medication. 
b.  It may have been produced by the patient’s clinical state, environmental or toxic factors, or 

other modes of therapy administered to the patient. 
c.  It follows a known pattern of response to the suspected drug.  

 

4.   Probable:  (must have a, b, and c) This category applies to those adverse events which are 
considered, with a high degree of certainty, to be related to trial medication (either Peginterferon 
alfa-2a or ribavirin).  An adverse event may be considered probable if: 

 

a.  It follows a reasonable temporal sequence from administration of the trial medication. 
b.  It could not be reasonably explained by the known characteristics of the patient’s clinical state,  
     environmental or toxic factors, or other modes of therapy administered to the patient. 
c.  It disappears or decreases on cessation or reduction in dose.  There are important exceptions    

when an adverse event does not disappear upon discontinuation of the drug, yet drug 
relatedness clearly exists; e.g., 1) bone marrow depression; 2) tardive dyskinesias. 

d.  It follows a known pattern of response to the suspected drug. 
e.  It reappears upon rechallenge. 
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                       Unrelated         Remote         Possible         
Probable 
  
Clearly due to extraneous causes            +           -                    -                       - 
 
Reasonable temporal association with Trial drug             -                       -                   +                      + 
   administration 
 
May be produced by patient’s clinical state, etc.              +                      +                   +                      - 
  
Known response pattern to suspected drug                     -                       -                   +                      + 
 
Disappears or decreases on stopping or                          -                       -                    -                      + 
    reduction in dose 
 
Reappears on rechallenge                                                -                       -                   -                       + 
 

 
B5g. Enter the code that best represents the adverse event status.  Use the definitions below.  

! If the status is “continuing”, a record of this will be printed out on the visit control sheet for 
the patient’s next study visit.  Check on the status of the adverse event at that point (or 
sooner, if appropriate) and complete an additional entry in the adverse event log for this 
event number, only if there are any changes. 

 

! No additional entries may be made in the adverse event log for this event number if the 
adverse event status is recorded as “resolved, no residual effects”, “resolved with 
sequelae” or “disability”.  If an adverse event is initially recorded as resolved, but returns, a 
new adverse event report must be started. 

 

! If the adverse event ends in a death, complete Form #64 Death Report and a Clinical 
Outcome Report (Form #63).  If the patient has died from an event other than this 
particular adverse event, record “5” death for adverse event status and add a field level 
comment on paper and in DMS stating: “death not from this adverse event”. 

 
! If the Form #60 sticker has been placed on the paper, B5g does not have to be completed.  

Skip to question C1. 
 

Adverse Event Status Definitions 
 
1. Resolved, no residual effects: After the adverse event ends, the patient returns to pre-adverse 

event status. 
 
2. Resolved with sequelae:  After the adverse event ends, the patient does not return to pre-adverse 

event status. 
 
3.   Continuing:  The adverse event is still ongoing at the time of the report. 
 
4.   Disability:  An adverse event that has caused a substantial disruption of the person’s ability to 

conduct normal life functions.   
 
5. Death: Death from any cause, not necessarily related to the adverse event itself. 
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B5h.  Enter up to five codes for treatments administered/actions taken to treat the adverse event. 
! For continuing adverse events, list only actions taken since the last time an update was 

data entered. 
! Additional therapy is defined as physical therapy, occupational therapy, etc. 
! If levels of Peginterferon alfa-2a or ribavirin have been changed, record that here, and on 

the Peginterferon alfa-2a and Ribavirin Dose Adjustment logs (Forms #28 and #29). 
! If hospitalization was required to treat the adverse event, complete Serious Adverse Event 

Report Form #61, unless this event is the first instance of a clinical outcome. 
! If the Form #60 sticker has been placed on the paper, B5h does not have to be completed.  

Skip to question C1. 
 
SECTION C:  FINAL ADVERSE EVENT INFORMATION 
 
C1. If the event code changes during the course of an adverse event, record the new event code 

(from the ICD-9 code list) here.  If the code is the same as when the event started, record the 
event code from B2.  Do not use 799.9.  Enter -9 for the code and select “Ignore Value” so that 
it shows up as a pending edit.  If an event code cannot be determined from the ICD-9 
Codebook, request a code from the DCC.   

 
C2. If the adverse event description changes during the course of an adverse event, record the 

new description here.  One hundred twenty characters (including punctuation and spaces) are 
available for data entry.  If the description is the same as when the event started, write “same 
as B3” in the space provided. 

 

For example, at a study visit, the patient reports intermittent headaches.  The etiology is 
unknown.  The event is assigned the ICD-9 code 784.0 with a description of “headaches of 
non-specific etiology.”  Within the next few days, the patient is diagnosed with a CVA.  When 
you are notified of this event, the form should be updated, and the final adverse event section 
should be completed.  Use the code 436, with a description of “CVA”.  In this event, a serious 
adverse event form should also be completed, since CVA would most likely result in a 
hospitalization and be considered medically significant in the opinion of the investigator. 



  QxQ updated: 09/07/2004 
 

HALT-C Trial Q x Q Form #61 Version B: 08/20/2001 (Rev. 03/05/2003) Page 1 of 10 

HALT-C Trial Q x Q 

Serious Adverse Event Report    
Form #61 Version B: 08/20/2001 (Revised 03/05/2003) 

 

Purpose of Form #61:  The Serious Adverse Event Report form is used to record information on a 
serious adverse event.  Hoffmann-La Roche uses this report for determining whether an event is 
unexpected and related to study drug(s).  Only some of this information is to be data entered.  All 
sections outlined by a broken line are for Hoffmann-La Roche and not for data entry purposes. 
 
Definition:   A serious adverse event is any untoward medical occurrence that: 

! Results in death, 
! Is life-threatening  (there is a risk of death at the time of the event), 
! Requires inpatient hospitalization or prolongation of existing hospitalization,  
! Results in persistent or significant disability/incapacity, 
! Is a congenital abnormality or birth defect, OR 
! Is an important medical event (based on appropriate medical judgment) that may 

jeopardize the patient and may require medical or surgical intervention to prevent one of 
the outcomes listed above. 

 
! The first instance of a clinical outcome is not considered a serious adverse event.  Instead, 

Form #63 Clinical Outcome should be completed. 
 
! If the Outcomes Review Board has confirmed that a patient has already met the criteria for 

an outcome, the second instance of the same type of clinical outcome in the same patient 
should be reported as applicable to the site’s IRB. This data is not being collected for analyses 
and no additional HALT-C forms need to be completed or data entered. 

 
Reporting procedures / When to complete Form #61:  All serious adverse events occurring to any 
participant in the HALT-C Trial (Screening, Lead-in, Treatment, Control, Week 20 Responders) up 
until Study Visit Month 54 (M54) must be reported via fax and a telephone call within 24-48 hours of 
learning of the event using whatever information is available to: 
 

! Margaret C. Bell at the Data Coordinating Center, New England Research Institutes, Inc. 
 
And if applicable, send SAE Form #61 also to:  
 

! Dr. Cliff Joseph at Hoffmann-La Roche. 

! Do not send the following types of SAEs to Hoffmann-La Roche 
! Control patients off drug for at least 12 weeks. 
! Elective surgery. 
! Any clinical outcomes. 

 
Contact information for the DCC and Hoffmann-La Roche is listed at the end of this QxQ.   
 
Relationship to Adverse Event Report  (Form #60):  Form #60 Adverse Event Report must be 
entered into the Data Management System (DMS) prior to Form #61 Serious Adverse Event Report.  
Data entry of Form #60 allows the DMS to assign an event number to the adverse event and allows 
the event to be added to the patient’s adverse event log.  If the severity of an adverse event (B5d on 
Form #60) is serious (3), then a Serious Adverse Event or a Clinical Outcome will be expected. 
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How to fill out Form #61 on paper:  Any section or question on Form #61 that is outlined with a 
dotted line is information needed by Hoffmann-La Roche, but is not data entered.  
 
If the SAE has resolved (no longer continuing or unknown) when you complete Form #61, then the 
paper form only needs to be completed once and data entered.  
 
Another Form #61 must be completed when additional information regarding a serious adverse event 
becomes available.  It is likely that some of the information that must be collected about serious 
adverse events will not be available at the time the Serious Adverse Event Report form is initially 
faxed to the DCC.  In general, only two SAE Forms will be filled out per patient: one when the site is 
notified of the SAE, and the second when the SAE is resolved. 
 
If the SAE has not resolved (either continuing or unknown), then you will need to complete an initial 
paper Form #61 with current information.  When more information is received, one or more additional 
paper Form #61s will need to be completed in the following manner: 
! Complete Section A with any updates including A6 (date of new information). 
! Leave blank anything that is not new or changed information.  For example, if everything is 

exactly the same as the first Form #61 except that the event is now resolved, Section A will be 
completed, questions E1 and E4 will be completed, Section I2 will be updated, and Section M 
will be completed.  Leave blank all other information that has not changed since last filling out 
Form #61 for the same event and same patient.  

! Any follow-up form should also be faxed to the DCC and Hoffmann-La Roche (if applicable) 
with telephone notification. 

 
How to Data Enter Form #61:  The information on Form #61 is very important to the HALT-C Trial 
and should have priority for data entry.  Data entry of Form #61 is different than other HALT-C forms 
in the DMS.  Any questions regarding how to data enter Form #61 should be addressed to the DCC 
Data Management Team.  
! There may be multiple paper Form #61s for the same patient with the same event code, but 

there is only one Form #61 in the DMS corresponding to this patient and particular event.  
! Some data on the paper form does not need to be data entered.  Any information outlined with 

a dotted line is for Hoffmann-La Roche’s information only and is not to be data entered and is 
so noted on the paper form. 

! The DCC prepares a monthly report to the DSMB using the information data entered on this 
form.  In order for the DSMB report to be accurate, changes to Form #61 must be carefully 
data entered in the DMS in a timely manner and spelling must be accurate. Please do not 
enter using all CAPITAL LETTERS. Use sentence case. 

 
 
SECTION A: GENERAL INFORMATION   
Note on dates: 
! All dates in this section should be recorded using MM/DD/YYYY format. 
! Enter the 2-digit number for the month in the first two spaces provided (i.e., January = “01”, 

February = “02”, etc.), the 2-digit number for the day of the month in the second two spaces 
provided, and the 4-digit number for the year in the final four spaces provided. 

 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
 
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter event number assigned by the DMS when Form #60 Adverse Event Report is data 

entered for this serious adverse event. 
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A4. Enter the initials of the person completing the form.   
 
A5. Record the date this form was initially completed.  This date may be different than the date the 

SAE occurred, as the patient may not report this event at the time it occurs.  This date can 
never be before the SAE occurred. 

 
A6. Record the date the form was updated with additional information.  If this is the first time the 

form is being filled out for this event, write in the same date recorded for question A5. 
 
A7.  If this is the first serious adverse event ever reported for this patient, answer "Yes".  For every 

subsequent serious adverse event reported for this patient, answer "No". 
 
SECTION B: PERSONAL DATA  (Not to be data entered) 
 
B1. Record the patient’s date of birth using the MM/DD/YYYY format.  This information should be 

the same as question B1 reported on Form #1. 
 
B2. Make a check in the box next to the patient’s gender.  
 
B3. From the code box provided, record the patient’s race.  If "other" race, please specify. 
 
B4. Record the patient’s weight in kilograms or pounds.  Do not answer both.  This weight can 

come from the most recent Form #11 question B1 if a more recent weight is not available from 
the patient’s chart.   

 
B5.  Record the patient’s height in centimeters or inches.  Do not answer both.  This height can 

come from the W00 Form #11 question B2 if a more recent height is not available from the 
patient’s chart. 

 
 
SECTION C: SERIOUS ADVERSE EVENT 
 
C1. Enter the event code from the ICD-9 code list.  Do not use 799.9.  Enter -9 for the code and 

select “Ignore Value” so that it shows up as a pending edit.  If an event code cannot be 
determined from the ICD-9 Codebook, request a code from the DCC.  

 
C2. Enter the serious adverse event description.  60 characters (including punctuation and spaces) 

are available for data entry.  This description can be very brief (i.e. left bundle branch block, 
possible MI, fever of unknown origin). 
! If the description is cellulitis, indicate if it is related to injection site.  
! If description is procedure related, indicate which procedure (i.e. RUQ pain, post liver bx). 

 
C3. Record the date that the serious adverse event began using the MM/DD/YYYY format.  
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SECTION D: SERIOUSNESS 
 
D1. Indicate why this event is considered serious.  Up to four responses may be chosen. 

! Choose answer “1” to indicate an intervention that was taken to prevent answers “2”-“7” 
from occurring. 

! Life threatening means there is a risk of death at the time of the event. 
! Choose answer “8”,  “None of the above, but it is medically significant in the opinion of the 

investigator”, only if no other answer was chosen. 
 
SECTION E: OUTCOME OF SERIOUS ADVERSE EVENT 
 
E1. Using the definitions below, circle one answer that best describes this adverse event at the 

time this form is being completed.   
! If outcome is “Resolved, with no residual effects” or “Resolved, with sequelae”, skip to E4. 
! If outcome is “Continuing”, “Disability”, or “Unknown”, skip to Section F. 
! If outcome is “Death”, continue to E2. 
 

 

Adverse Event Outcome Definitions 
 
1. Resolved, no residual effects: After the adverse event ends, the patient returns to pre-adverse 

event status. 
2. Resolved with sequelae: After the adverse event ends, the patient does not return to pre-adverse 

event status. 
3. Continuing:  The adverse event is still ongoing at the time of the report. 
4. Disability:  An adverse event that has caused a substantial disruption of the person’s ability to      

conduct normal life functions. 
5. Death: An adverse event, which results in death. 

 
E2. Enter the date of death using the MM/DD/YYYY format. 
 
E3. Enter the cause of death.  Seventy-five characters (including punctuation and spaces) are 

available for data entry.  Skip to Section F. 
 
E4.   Enter the date the adverse event was resolved using the MM/DD/YYYY format. 
 
Guidelines for determining when a serious adverse event is resolved and the resolution date: 
 
! Defining the resolution date of a serious adverse event is generally the date the acute event was 

over.  E.g., a patient who has appendicitis and has an appendectomy performed on April 1, 2002, 
would have a resolution date of 04/01/2002.  A patient who was newly diagnosed with diabetes 
who was hospitalized and discharged on March 17, 2002 with medications to control diabetes 
would have a resolution date of 03/17/2002. 
 

! A patient who is hospitalized for suicidal ideation and depression who subsequently is discharged 
from the hospital with medications and no longer having suicidal ideation would have a resolution 
date with sequelae (now the patient is on medications) of the discharge date from the hospital. 
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SECTION F:  PEGINTERFERON ALFA-2A 
 
F1. Circle "Yes" if the patient has taken any Peginterferon alfa-2a for the HALT-C Trial and 

continue to F2.  If the patient has never taken any Peginterferon alfa-2a for the HALT-C Trial, 
circle “No” and skip to Section G. 
 

F2. Enter the date the patient began taking Peginterferon alfa-2a using the MM/DD/YYYY format. 
 
F3. Enter the dose of Peginterferon alfa-2a the patient was taking at the time of the SAE, in mcg. 
 
F4. Using the tables on the last page of this QxQ, enter the code for the relationship of the 

adverse event to Peginterferon alfa-2a.   
 
F5.   Enter if the dose of Peginterferon alfa-2a has been adjusted in response to this SAE. 

! If the patient was already on an adjusted dose at the time of the SAE, and no further 
adjustments were made, answer “no” and skip to section G. 

! If no adjustment was made in response to this SAE, answer “no” and skip to section G. 
 
 
(Not to be data entered) 
F6. If Peginterferon alfa-2a was altered in response to this SAE, check the box that applies:   

! If dose was lowered, record the date it was lowered using the MM/DD/YYYY format.  
Record the lowered dose in mcg. 

! If dose was interrupted, record the date it was stopped.  Record the date it was restarted.  
If the dose was discontinued, record the date stopped. 

 
SECTION G:  RIBAVIRIN 
 
G1. Circle "Yes" if the patient has taken any Ribavirin for the HALT-C Trial and continue to G2.  If 

the patient has never taken Ribavirin for the HALT-C Trial, circle “No” and skip to Section H. 
 

G2. Enter the date the patient began taking Ribavirin using the MM/DD/YYYY format. 
 
G3. Enter the total daily dose of Ribavirin the patient was taking at the time of the SAE, in mg. 
 
G4. Using the tables on the last page of this QxQ, enter the code for the relationship of the 

adverse event to Ribavirin.   
 
G5.   Enter if the dose of Ribavirin has been adjusted in response to this SAE. 

! If the patient was already on an adjusted dose at the time of the SAE, and no further 
adjustments were made, answer “no” and skip to section H. 

! If no adjustment was made in response to this SAE, answer “no” and skip to section H. 
 
(Not to be data entered) 
G6. If Ribavirin was altered in response to this SAE, check the box that applies:   

! If dose was lowered, record the date it was lowered.  Record the lowered dose in mg. 
! If dose was interrupted, record the date it was stopped.  Record the date it was restarted. 
! It the dose was discontinued, record the date stopped. 
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SECTION H:  CONCOMITANT MEDICATIONS (Not to be data entered) 
 
H1. Check the "Yes" box if the patient was taking any other medications at the time of the SAE. 

Check "No" box if the patient was taking no medications at the time of the SAE and skip to 
section I. 

 
H2.  Using the table, enter all the concomitant medications the patient was taking. 
 
H2a.   Write in the name of the medication. 
 
H2b.   Write in the total daily dose and units (mg, mcg, ml, etc.). 

! For example, if a patient is taking 600 mg of Motrin every morning, write in “600 mg”. 
! If the patient is taking 500 mg of amoxicillin TID, write in “1500 mg”. 

 
H2c.  Using the tables on page 9 of this QxQ, check off the box if there is a suspected relationship 

between the concomitant medication and the SAE. 
 
H2d.   Enter the date the patient began taking this medication using the MM/DD/YYYY format.  If the 

month and/or day are not known, write “DK” in the month and/or day section and record the 
year. 

 
H2e.  Check off the box if this medication is ongoing.  If ongoing, skip to next medication or Section 

I.  If discontinued, answer question H2f. 
 
H2f.   Enter the date the patient stopped taking this medication using the MM/DD/YYYY format.  If 

the month and/or day are not known, write “DK” in the month and/or day section and record 
the year. 

 
SECTION I:  SERIOUS ADVERSE EVENT DESCRIPTION 
 
Two parts in Section I describe the Serious Adverse Event.  The first section should be written as an 
ongoing progress note in a medical chart with the date and what is happening at that time.  The 
second section should be completed when the final status of the serious adverse event is known.   

 
I1.  This section should be written as an ongoing progress note in a medical chart.  Summarize the 

event.  Please start with the date: (e.g. 3/12/01 Pt’s wife telephoned to report that pt 
complained of chest pain and went to ER on 3/15/01 where he was worked up for possible MI.  
He is still in hospital.  Study drugs stopped on 3/15/01.  Will follow.)  Up to 3,000 characters 
(including punctuation and spaces) are available for data entry. If the SAE status is complete, 
record N/A or –1 and complete section I2. 

 
I2. This section should be completed when the final status of the Serious Adverse Event is 

known.  If the serious adverse event is continuing or unknown, enter -9 and select “Ignore 
Value” so that it shows up as a pending edit.   

 
Summarize the serious adverse event, including dates of hospitalization and severity if 
appropriate.  Include relevant drug history and outcomes.  This final summary will be used to 
report to the FDA and DSMB, and should be succinct and thorough with correct spelling and 
grammar.  Remember you are writing this summary for a clinician who does not have access 
to the patient’s history or medical chart.  Do not use physician or institutional names.  The 
DSMB wants to know if this patient is being treated appropriately and if the drug was 
appropriately reduced or stopped.  Up to 3,000 characters (including punctuation and spaces) 
are available for data entry. 
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The DCC sends the DSMB monthly SAE reports.  SAE information needs to be data entered 
within a week of sending the report to the DCC.  At the quarterly DSMB meetings, decisions 
are made as to what needs to be recorded in Sections I1 and I2.  As of March 2004, the 
following are required: 
 
1. All cardiac and/or pulmonary SAEs (i.e., syncope, SOB, chest pain, etc.) should have Hgb 

from W00 and time of SAE in the final summary (I2). 
2. All infectious SAEs should include a report of the WBC and the ANC from W00 and time 

of SAE in the final summary (I2).  
3. All “bleeding” SAEs should include a report of the platelet count from W00 and time of 

SAE in the final summary (I2).  
4. All cellulitis SAEs should include the site/location, especially in relation to the injection site 

in the final summary (I2). 
5. All depression SAEs should include information of any previous history of depression or 

other mental conditions in the final summary (I2). 
6. Indicate if a patient has a history of cardiac disease, diabetes, or other significant medical 

history. 
 
 Example 1: Pt. with hx of hypertension and diabetes had sx of chest pain.  Admitted via ER to 

hospital for cardiac work-up.  EKG, blood tests, and stress tests all within normal limits.  Psych 
consult revealed dx of acute anxiety.  Will be followed by psychiatrist.  Was put on Xanax prn. 
Hgb W00: 14.6. Hgb at time of SAE: 11.2. 

 
 Example 2: Pt had cough and fever. Admitted to hospital through ER. Chest x-ray revealed 

LLL pneumonia. Cultures revealed organism: S. pneumoniae and Legionella spp. IV antibiotics 
given. W00 ANC: 2.4; WBC: 70; at time of admission ANC: 5.9; WBC: 200. Pt discharged from 
hospital. She is currently on oral antibiotics and doing well with no more cough and fever. 
Follow-up with pulmonary MD.  

 
 
SECTION J:  TREATMENT/PROCEDURES FOR SAE (Not to be data entered) 
 
J1.   Check "Yes" box if any treatments were given or procedures were performed to treat this SAE. 

Check "No" box if no treatments were given or procedures were performed and skip to section 
K. 

 
J1a.   Write in the treatment (including medications and other therapies) or procedures (including 

surgery) that were initiated to treat this condition 
 
J1b.  Enter the date the patient began this treatment or procedure using the MM/DD/YYYY format. 
 
J1c.   Check "Ongoing" box indicating if treatment is ongoing.   
 
J1d.   Enter the date the patient stopped this treatment or procedure using the MM/DD/YYYY format. 
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SECTION K:  RELEVANT LABORATORY AND DIAGNOSTIC TESTS (Not to be data entered) 
 
K1.   Check "Yes" box if any relevant laboratory or diagnostic tests were done for this SAE.  Check 

"No" box if no relevant laboratory or diagnostic tests were done and skip to section L.  
 
K1a.   Write in the test name.  
 
K1b.   Enter the date the test was performed using the MM/DD/YYYY format. 
K1c.  Check "Result pending" box indicating if the result is pending.  Skip to the next line or to 

Section L.  
 
K1d.   Write in the test result.   
 
K1e.   Write in the normal value, or value range for this test.     

! For laboratory tests such as hematology and chemistries, you may write in the laboratory 
provided ranges for normal. 

! For a diagnostic test, such as an ultrasound, you may write in the term “normal”. 
 
SECTION L:  RELEVANT MEDICAL HISTORY (Not to be data entered) 
 
L1.   Check "Yes" box if there is any medical history relevant to, or associated with, this SAE.  

Check "No" box if there is no medical history relevant to or associated with this SAE and skip 
to section M. 

L1a.   Indicate the disease or surgical procedure associated with this event.  
 
L1b.  Enter the disease start date or the date of surgery using the MM/DD/YYYY format.  If the 

month and/or day is not known, write “don’t know” or “DK” in the month and/or day section and 
record the year. 
 

L1c.   Check the "Ongoing" box indicating if the relevant medical history is ongoing.  Skip to the next 
line or section M. 
! If the patient no longer has the disease, do not check the "Ongoing" box and continue to 

L1d. 
! If the event was a surgery, do not check the "Ongoing" box and continue to L1d. 

 
L1d.   If the event was a disease, record the end date of the disease using the MM/DD/YYYY format.  

! If the month and/or day are not known, write or “DK” in the month and/or day section and 
record the year. 

! If the event was a surgery, write “not applicable” or “N/A” in the space provided. 
 
SECTION M  (Not to be data entered) 
 
The PI, or his/her designee must complete the information requested in this box, and sign and date 
the form.  Hoffmann-La Roche will use this contact information to follow-up on any information they 
may need to know to determine the relationship of the serious adverse event to the trial medication. 
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SOURCE DOCUMENTS AND MAILING INFORMATION: 
 
Form #61 Serious Adverse Event Report must be completed and faxed to the DCC within 24-48 
hours.  Do not send copies of any source documents unless Hoffmann-La Roche notifies your site 
and requests such documentation.  If the site needs to send source documentation, black out all 
identifying patient information, such as name and medical record number, and replace with the patient 
ID number (labels provided by the DCC may be used). 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

DCC Contact Information 
 

Contact: Margaret C. Bell, RN 
 
Phone: (617) 923-7747 x522 
  

Fax: (617) 926-0144 
   

E-mail:  mbell@neri.org 
  

Address:   New England Research Institutes, Inc. 
 9 Galen Street 
 Watertown, MA  02472 
 

Hoffmann La-Roche Contact Information 
 

Contact:   Cliff Joseph, MD 
 
Phone: (973) 562-3613 
  

Fax: (973) 562-3602  
   

E-mail:  cliff.jospeh@roche.com 
  

Address:  Hoffmann-La Roche 
 340 Kingsland St, Bldg 85, 2W03 
 Nutley, NJ 07110 
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TABLES FOR RELATIONSHIP OF ADVERSE EVENTS TO 
PEGINTERFERON ALFA-2A, RIBAVIRIN, OR CONCOMITANT MEDS 

 

Use these tables to determine if the SAE was related to Peginterferon alfa-2a, Ribavirin, or any concomitant 
medications the patient was taking. 
 

Relationship of Adverse Event to Trial and Concomitant Medications 
 
1. Unrelated:  This category is applicable to those adverse events which, after careful medical 

consideration at the time of evaluation, are judged to be clearly and incontrovertibly due to 
extraneous causes (disease, environment, etc.) and do not meet the criteria for drug relationship 
listed under Remote, Possible or Probable. 

 
2. Remote:  (must have first two) In general, this category is applicable to an adverse event which 

meets the following criteria: 
 

a.  It does not follow a reasonable temporal sequence from administration of the drug. 
 

      b.  It could readily have been produced by the patient’s clinical state, environmental, or toxic factors, 
or other modes of therapy administered to the patient. 

 

c.  It does not follow a known pattern of response to the suspected drug. 
 

d.  It does not reappear or worsen when the drug is re-administered. 
 
3.    Possible:  (must have first two) this category applies to those adverse events in which the 

connection with the drug administration appears unlikely, but cannot be ruled out with certainty. 
 

a.  It follows a reasonable temporal sequence from administration of the drug. 
 

b.  It may have been produced by the patient’s clinical state, environmental or toxic factors, or other 
     modes of therapy administered to the patient. 

 

c.  It follows a known pattern of response to the suspected drug.  
 
4.   Probable:  (must have first three) this category applies to those adverse events that are considered, 

with a high degree of certainty, to be drug related.  An adverse event may be considered probable 
if: 

 

a.  It follows a reasonable temporal sequence from administration of the drug. 
 

b.  It could not be reasonably explained by the known characteristics of the patient’s clinical state,  
     environmental or toxic factors or other modes of therapy administered to the patient. 

 

      c.  It disappears or decreases on cessation or reduction in dose.  (There are important exceptions 
when an adverse event does not disappear upon discontinuation of the drug, yet drug 
relatedness clearly exists; e.g., 1) bone barrow depression; 2) tardive dyskinesias.) 

 

d.  It follows a known pattern of response to the suspected drug. 
 

e.  It reappears upon rechallenge. 
 

                       Unrelated         Remote         Possible     Probable 
  
Clearly due to extraneous causes            +           -                    -                       - 
 

Reasonable temporal association with drug                     -                       -                   +                      + 
   administration 
 

May be produced by patient’s clinical state, etc.              +                      +                   +                      - 
  

Known response pattern to suspected drug                     -                       -                   +                      + 
 

Disappears or decreases on stopping or                          -                       -                    -                      + 
    reduction in dose 
 

Reappears on rechallenge                                                -                       -                   -                       + 
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HALT-C Trial Q x Q 

Clinical Outcome 
Form #  63  Version B: 10/01/2002 

Purpose of Form #63: This form is used to document the occurrence of primary clinical outcomes, 
outcomes requiring permanent cessation of Trial medication, and presumed hepatocellular carcinoma. 
 
Outcomes in the HALT-C trial are expected progressions of liver disease. The following ten 
outcome types require sites to complete a Clinical Outcome Form #63 and collect source 
documentation. The types with an asterisk require permanent cessation of study drug (if applicable).  
Please refer to Tables A and B of this document or Section I, Clinical Outcomes, Appendices 1A, 1B, 
and 1C of the Manual of Operations for complete definitions of each clinical outcome type. 
 

1. * Death from any cause 
2. * Development of hepatocellular carcinoma 
3. CTP score of 7 or higher at two consecutive study visits requiring Form #15 
4. Variceal hemorrhage  
5. Ascites  
6. Spontaneous bacterial peritonitis 
7. Hepatic encephalopathy  
8. * Liver transplant 
9. * Meets 1999 criteria for UNOS transplant Status 2b 
10. Development of presumed hepatocellular carcinoma 

 
When to complete Form #63:  This form should be completed for an event that the investigator 
determines definitely, probably, or possibly meets one of the ten clinical outcome definitions.  
 
! If the Outcomes Review Board has confirmed that a patient has already met the criteria for an 

outcome, the second instance of the same type of clinical outcome in the same patient should be 
reported as applicable to the site�s IRB. This data is not being collected for analysis and no 
additional HALT-C forms need to be completed or data entered. 

 
! If presence of hepatocellular carcinoma is the only qualification for a patient meeting the UNOS 

Status 2b criteria, a single Form #63 can be completed listing �Development of HCC� as the 
outcome. 

 
Reporting procedures for Clinical Outcomes: This form must be data entered and then sent to the 
Data Coordinating Center (DCC), along with appropriate source documentation, within four weeks of 
notification. See the box on page 3 for address, phone, and fax numbers. 
 
Sites must report outcomes that occur during the Lead-In Phase (W00 through W24), Responder 
Phase (W30 through W72), and the Randomization Phase (R00 and M09 through M54). Clinical 
outcome events may be reported at a study visit or between study visits. 
 
Patients in the Randomized Phase of the trial who experience a clinical outcome are followed through 
M54 (if possible). Patients who have a clinical outcome during the Lead-In Phase or the Responder 
Phase are not eligible for randomization. 
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NOTE ON OTHER FORMS TO BE COMPLETED WHEN AN ADVERSE EVENT OCCURS: 
  

• Adverse Event Form #60 should be completed for every clinical outcome. The sole exception 
is CTP score of 7 or higher at two consecutive visits that, per the investigator, does not qualify 
as an adverse event.  

• Serious Adverse Event Report Form #61 should be completed only when the clinical 
outcome is a death due to any cause. 

• Death Report Form #64 should be completed only when the clinical outcome is a death due 
to any cause. 

• HCC Diagnosis Form #66 should be completed when a randomized patient first meets the 
criteria of definite or presumed HCC. If liver samples are available, these should be shipped to 
the DCC for Central Pathology review. 

• Liver Transplant Report Form #67 should be completed when the clinical outcome is a liver 
transplant. 

• Early Termination of Peginterferon alfa-2a Treatment Form #19 should be completed if the 
clinical outcome results in the premature permanent termination of Peginterferon alfa-2a. 

• Dose Adjustment Form #28 should be completed if the clinical outcome resulted in a 
Peginterferon alfa-2a dose change. 

• Early Termination from Trial Form #25 should be completed if the clinical outcome results in 
early termination of the patient�s participation in the HALT-C Trial. 

 
 
SECTION A: GENERAL INFORMATION   
 
Note on dates: 
! All dates in this section should be recorded using MM/DD/YYYY format. 
! Enter the 2-digit number for the month in the first two spaces provided (i.e., January = �01�, 

February = �02�, etc.), the 2-digit number for the day of the month in the second two spaces 
provided, and the 4-digit number for the year in the final four spaces provided. 

 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient�s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the date this form was completed using MM/DD/YYYY format.   
 
A4. Enter the initials of the person completing the form.   
 
 
SECTION B:  CLINICAL OUTCOME 
 
Please note, only one clinical outcome should be reported per form. 
 
B0.  Adverse Event Form #60 should be completed for every clinical outcome. The sole exception 

is CTP score of 7 or higher at two consecutive visits that, per the investigator, does not qualify 
as an adverse event.  In this instance, circle 2 for NO and skip to question B2.  Otherwise, 
circle 1 for YES and continue to question B1.   

 
B1.  Enter the adverse event number from Form # 60, Adverse Event Report, question B1 that 

corresponds to this clinical outcome.   
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B2.  Enter the numerical code that corresponds to the clinical outcome being reported.  Choose a 
clinical outcome code number from the list on the form.  

 
! If the clinical outcome is coded 1 for DEATH, Form #63 is complete.  Completion of Form 

#64 Death Report is sufficient for death outcomes. 
 
! For all other clinical outcome codes, continue to Section C. 
 

SECTION C:  SOURCE DOCUMENTS 
 
A source document is a part of a patient�s medical record that serves to validate data entered on Form 
#63. Identifying information on any document (name of patient, site, or physician; medical record 
number; randomized treatment group) should be blacked out when preparing copies for the DCC. 
Patient ID labels provided by the DCC should be placed on each page. Within four weeks of data 
entering a Form #63, the site must mail or fax a copy of the Form #63 and any required or supportive 
source documentation to the DCC. 
 
The ten clinical outcomes have required source documentation that must be collected. Many have 
optional supportive source documentation that may be collected if available. Please refer to Tables A 
and B of this document or Section I, Clinical Outcomes, Appendices 1A, 1B, and 1C of the Manual of 
Operations for information on required and supportive source documentation. 
 
C1.   Using the source document code list on the right side of Form 63, specify the source 

documents available to verify this clinical outcome.   
 
C1a. For documents not included on this list, use code 99, and specify in the space provided.  Fifty 

characters (including punctuation and spaces) are provided. 
 
C1b. Enter the date on the source document. 
 
SECTION D:  DESCRIPTION 
 
D1.   Provide a written description of the clinical outcome, including the clinical events and 

procedures that lead to the diagnosis of the clinical outcome.  750 characters (including 
punctuation and spaces) are provided. 

 
Send a copy of this form, along with copies of all source documents, within one week of notification of 
the clinical outcome. Per federal HIPAA guidelines, black out all identifying patient information, such 
as name and medical record number, and replace with the patient ID number (labels provided by the 
DCC may be used). 
 
 
 

 
 
 
 
 
 
 

DCC Contact Information 
 
Contact:  Kristin Snow 
Phone:   (617) 923-7747 x292 
Fax:      (617) 926-0144 
E-mail:   ksnow@neri.org 
  
Address:   HALT-C Data Coordinating Center 

New England Research Institutes 
      9 Galen Street 
                  Watertown, MA   02472 
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Table A. CLINICAL OUTCOMES: Definitions, Forms to Complete, Required and Supportive Source Documentation 
CLINICAL 
OUTCOME 

PROTOCOL DEFINITION FORMS TO COMPLETE REQUIRED SOURCE 
DOCUMENTATION 

SUPPORTIVE DATA / 
DOCUMENTATION 

Death from any 
cause 

Death from any cause.  
 
Death may or may not be 
related to liver disease. 

Form #60 required 
 
Form #61 required 
 
Form #64 required 
 
Form #63 required if 
Screening Phase complete 

Must have one of the 
following: 
! Death certificate 
! Autopsy report 
! Notation in any medical 

record reporting details 
of death 

Attempt to obtain medical 
record notations or written 
information from outside 
sources. Notation may 
pronounce date and time of 
death, details of death, 
signed by medical 
practitioner.  

Development of 
hepatocellular 
carcinoma 

Defined as EITHER: 
! Histology showing HCC 

(from a biopsy, surgery, or 
autopsy) 

OR 
! A new hepatic defect on 

imaging with AFP rising to 
>1000 ng/ml 

Form #60 required 
 
Form #63 required if 
Screening Phase complete 

Must have EITHER: 
Histology (one of the 
following): 
! Liver biopsy report 
! Pathology report 
! Autopsy report 
OR 
AFP result AND one of the 
following showing new 
defect or abnormality: 
! Liver U/S report 
! Liver CT report 
! Liver MRI report 

 

CTP score of 7 
or higher at two 
consecutive 
study visits 
where Form #15 
is required 

Follow CTP Scoring Protocol Form #60 required (unless PI 
determines that the elevated 
CTP score does not qualify 
as an adverse event) 
 
Form #63 required if 
Screening Phase complete 

Must have all of the 
following: 
! Chemistry lab reports 

for two visits (albumin, 
serum total bilirubin, 
prothrombin time) 

! Ascites documents if 
applicable (see below) 

! Encephalopathy 
documents if applicable 
(see below) 

Copy of two Form #15s 
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Table A. CLINICAL OUTCOMES: Definitions, Forms to Complete, Required and Supportive Source Documentation 
CLINICAL 
OUTCOME 

PROTOCOL DEFINITION FORMS TO COMPLETE REQUIRED SOURCE 
DOCUMENTATION 

SUPPORTIVE DATA / 
DOCUMENTATION 

Variceal 
hemorrhage 

Gastrointestinal hemorrhage 
that is due to bleeding 
esophageal or gastric varices, 
based on an endoscopy 
showing EITHER: 
Direct evidence of variceal 
bleeding (bleeding varix, red 
wale sign), 
OR 
Moderate varices with no other 
site of bleeding identified, AND 
historical evidence for clinically 
significant upper GI bleeding. 

Form #60 required 
 
Form #63 required if 
Screening Phase complete 

Must have the following: 
! Endoscopy report 

showing evidence of 
active or recurrent bleed 
within 48 hours of 
episode 

May have: 
! Medical record notation 

documenting episode of 
hemoptysis or rectal 
bleeding 

! CBC report showing 
decline in Hgb 

Ascites Any abdominal fluid that is 
EITHER: 
Is mild, moderate, or marked 
on U/S. (An U/S report of 
minimal fluid around the liver 
does not meet the definition) 
OR 
Is progressive on serial 
physical examinations,  
OR 
Requires diuretic therapy. 

Form #60 required 
 
Form #63 required if 
Screening Phase complete 

Must have physical exam 
note AND one of the 
following: 
! Paracentesis lab report 
! Liver U/S report 
! Liver CT report 
! Liver MRI report  

May have: 
! Medical record notation 

of fluid volume removed 

Spontaneous 
bacterial 
peritonitis 

Any episode of spontaneous 
ascitic infection diagnosed on 
the basis of EITHER: 
Elevated neutrophil count 
(>250/ml) in paracentesis fluid, 
OR 
Positive bacterial cultures and 
clinical diagnosis, in the 
absence of WBC availability. 

Form #60 required 
 
Form #63 required if 
Screening Phase complete 

Must have paracentesis fluid 
lab report indicating one of 
the following: 
! Elevated neutrophil 

count (>250/ml)  
! (+) bacterial cultures  

May have: 
! Lab report of (+) blood 

culture 
! Medical record notation 
! Lab report of CBC 

showing an elevated 
WBC 
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Table A. CLINICAL OUTCOMES: Definitions, Forms to Complete, Required and Supportive Source Documentation 
CLINICAL 
OUTCOME 

PROTOCOL DEFINITION FORMS TO COMPLETE REQUIRED SOURCE 
DOCUMENTATION 

SUPPORTIVE DATA / 
DOCUMENTATION 

Hepatic 
encephalopathy 

Any mental status alteration 
that is due to portosystemic 
encephalopathy EITHER:  
Occurring during a provoked 
episode (GI bleeding, diuretics, 
usual sedative doses), 
OR 
Occurring spontaneously 

Form #60 required 
 
Form #63 required if 
Screening Phase complete 

Must have Medical record 
notation indicating one of 
the following: 
! Asterixis 
! Clinical alteration in 

mental status with 
reversibility with therapy 

! Two or more episodes 
of confusion consistent 
with encephalopathy 

May have: 
! Elevated ammonia level 
! Prolonged Trails test 

Liver transplant Liver transplantation surgery 
for progression of liver disease 

Form #60 required 
 
Form #67 required 
 
Form #63 required if 
Screening Phase complete 

Must have one of the 
following noting transplant: 
! Medical record notation 
! Operative report 
! Explant histology report 

 

Meets 1999 
criteria for 
UNOS 
transplant 
Status 2b 

(a) Presence of a small 
hepatocellular carcinoma 
OR 
(b) CTP score of 10 or more 
OR 
(c) CTP score of 7 or more, 
AND any of the following: 
! Documented 

unresponsive variceal 
hemorrhage 

! Hepatorenal syndrome 
! Occurrence of one 

episode of spontaneous 
bacterial peritonitis (SBP) 

! Refractory ascites or 
hydrothorax unresponsive 
to treatment 

Form #60 required 
 
Form #63 required if 
Screening Phase complete  
 
Note: Presence of a small 
hepatocellular carcinoma 
that is the ONLY qualification 
for a patient meeting the 
UNOS Status 2b criteria 
does not require a separate 
Form #63. In this instance, a 
single Form #63 can be 
completed listing 
�Development of HCC� as 
the reported outcome. 

(a) See above for required 
documentation for 
development of HCC 

 
(b) and (c) See above for 

required documentation 
for CTP scores 

 
See Table B for definition 
and documentation of: 
! Variceal hemorrhage 
! Hepatorenal syndrome 
! Spontaneous bacterial 

peritonitis 
! Refractory ascites and 

hydrothorax 
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Table A. CLINICAL OUTCOMES: Definitions, Forms to Complete, Required and Supportive Source Documentation 
CLINICAL 
OUTCOME 

PROTOCOL DEFINITION FORMS TO COMPLETE REQUIRED SOURCE 
DOCUMENTATION 

SUPPORTIVE DATA / 
DOCUMENTATION 

Development of 
presumed 
hepatocellular 
carcinoma 

A new discrete hepatic defect 
is shown on U/S, AND 
histology is not available, AND 
the AFP is <1000 ng/ml, AND 
one of the following 
characteristics is present: 
! Two liver imaging scans 

indicate malignancy with 
characteristics of HCC 

! A progressively enlarging 
lesion eventually 
associated with massive 
liver involvement and 
death 

! A new hepatic defect with 
one characteristic scan 
and one of the following: 

o Increase in size over 
time 

o Increasing AFP 

Form #60 required 
 
Form #63 required if 
Screening Phase complete 

Must have: 
! Liver U/S report 
AND 
! AFP report with result 

<1000 ng/ml 
AND one of the following: 
! Two liver imaging scans 
! Liver U/S report 

showing progressively 
enlarging defect AND a 
death report 

! One liver imaging report 
showing a new hepatic 
lesion with HCC 
characteristics AND one 
of the following: 

o Increase in lesion size 
over time 

o AFP report increasing 
to a level of >200 
ng/ml and more than 
tripling baseline level. 

May have: 
! Diagnostic angiography 

performed prior to intra-
arterial chemo-
embolization AND a 
radiology report 
describing tumor 
characteristics 

 
Note: Liver imaging scans 
include: 
! MRI 
! Triphasic CT 
! Angiography 
! Lipidolol scan 
! Liver spleen scan with 

gallium 
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Table B. UNOS 2B Definitions, Required and Supportive Source Documentation 

UNOS STATUS 
2B CRITERIA 

PROTOCOL DEFINITION REQUIRED SOURCE DOCUMENTATION SUPPORTIVE DATA / 
DOCUMENTATION 

CTP score of 7 
AND 
Documented 
unresponsive 
variceal 
hemorrhage 

Endoscopically confirmed variceal 
hemorrhage, requiring 2 or more units of 
RBC replacement that continues or recurs 
after a series of endoscopic therapies to 
ablate the varices, or endoscopically 
confirmed portal hypertensive gastropathy 
requiring 2 units of RBC replacement that 
continues or recurs. Either TIPS or other 
surgical shunt must be contraindicated or 
have failed 

Must have endoscopy report showing evidence 
of active or recurrent bleed within 48 hours of 
episode 
AND 
Notations in the medical record must show 
BOTH of the following: 
! Documentation of 2 units or more of RBC 
AND 
! Bleeding did not respond to injection, 

ligation, TIPS or shunt, OR indication that 
TIPS was contraindicated 

May have: 
! Medical record notation 

documenting episode of 
hemoptysis or rectal 
bleeding 

! CBC lab report showing 
decline in Hgb 

CTP score of 7 
AND 
Hepatorenal 
syndrome 

Progressive deterioration in renal function, 
with no other etiology, rising serum 
creatinine to >1.5 mg/dl and one of the 
following: 
! Urine volume <500 ml/day 
! Urine sodium <10 mEq/L 
! Urine osmolality divided by plasma 

osmolality >1 

Must have renal panel of blood lab report 
(serum creatinine >1.5 mg/dl and rising)  

AND one of the following: 
! Electrolytes of urine lab report (urine 

sodium <10 mEq/L) 
! Notation of decreased urine output (<500 

ml/day) 
! Notation of hospitalization 

May have: 
! Urine osmolality lab 

report 
! Medical record notation 

indicating no response 
to a fluid challenge 

! Documented presence 
of ascites 

CTP score of 7 
AND One 
episode of 
spontaneous 
bacterial 
peritonitis 

Any episode of spontaneous ascitic 
infection diagnosed on the basis of 
elevated neutrophil count (>250/ml) in 
paracentesis fluid or positive bacterial 
cultures and clinical diagnosis in the 
absence of WBC availability 

Must have paracentesis fluid report showing 
EITHER:  
! Elevated neutrophil count (>250/ml) 
OR 
! (+) bacterial cultures  

May have: 
! Lab report of (+) blood 

culture 
! Medical record notation 
! CBC lab report of 

elevated WBC 
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Table B. UNOS 2B Definitions, Required and Supportive Source Documentation 
UNOS STATUS 
2B CRITERIA 

PROTOCOL DEFINITION REQUIRED SOURCE DOCUMENTATION SUPPORTIVE DATA / 
DOCUMENTATION 

CTP score of 7 
AND 
Refractory 
ascites 
unresponsive 
to treatment 

Severe persistent ascites, unresponsive to 
diuretic therapy and salt restriction, 
requiring large volume paracentesis more 
frequently than every 2 weeks, TIPS is 
contraindicated or failed 

Must have Medical record notation of one of the 
following: 
! Unresponsiveness to diuretic therapy and 

salt restriction  
! TIPS (or TIPS contraindicated) 
! Requires large volume paracentesis more 

frequently than every 2 weeks  
AND EITHER: 
! Paracentesis lab report showing 

serum:ascites albumin gradient ≥1.1 
OR 
! Imaging (one of the following): 

o Liver U/S report 
o Liver CT report 
o Liver MRI report  

 

CTP score of 7 
AND 
hydrothorax 
unresponsive 
to treatment 

Severe persistent hydrothorax 
unresponsive to diuretic therapy and salt 
restriction, requiring large volume 
paracentesis or thoracentesis more 
frequently than every 2 weeks, TIPS is 
contraindicated or failed 

Must have Medical record notation of one of the 
following: 
! Unresponsiveness to diuretic therapy and 

salt restriction  
! TIPS (or TIPS contraindicated) 
! Requires large volume paracentesis more 

frequently than every 2 weeks  
AND all of the following: 
! CXR report 
! Thoracentesis lab report showing 

serum:pleural fluid albumin gradient of ≥1.1
! Imaging (one of the following): 
o Liver U/S report  
o Liver CT report  
o Liver MRI report  
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HALT-C Trial Q x Q 

Death Report 
Form # 64  Version A: 06/15/2000 (Rev. 11/17/2000) 

Purpose of Form #64:  The Death Report documents the death of a patient enrolled in the HALT-C 
trial. 
 
When to complete Form #64:  This form should be completed immediately after learning there has 
been a patient death, regardless of the reason.  Complete this form for patients enrolled in the Lead-in 
Phase, the Week 20 Responder Phase, and the Randomization Phase. This form should also be 
completed for patients being followed after stopping medication. This information should be collected 
for six months after the patient completes treatment. 
 
Reporting procedures: All deaths must be reported to the Data Coordinating Center (DCC), by 
telephone, within 24 hours of the clinical centers' notification. The Death Report Form must also be 
faxed or e-mailed to the DCC within 24 hours.  See the box on the last page for phone and fax 
numbers.  A death must also be reported in accordance with local law and regulations. 
 
All supporting documents should be sent to the DCC when they become available.  Every attempt 
should be made to obtain information from outside sources.  If additional information becomes 
available, edit the form to reflect these changes and send source documentation as instructed below. 

 
Note on dates: 
! All dates in this section should be recorded using MM/DD/YYYY format. 
! Enter the 2-digit number for the month in the first 2 spaces provided (i.e., January = “01”, February 

= “02”, etc.), the 2-digit number for the day of the month in the second 2 spaces provided, and the 
4-digit number for the year in the final 4 spaces provided. 

 
Note on cause of death: 
! In several places, this form asks for the immediate and contributory cause(s) of death as recorded 

on various reports.  Please record exactly what the supporting documents list as the cause(s) of 
death. 

 
 
SECTION A:  GENERAL INFORMATION: 
 
A1. Affix the patient ID label in the space provided. 

! If the label is not available, record the patient number legibly.  
 
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form. 
 
A3. Enter the initials of the person completing the form.   
 
A4. Record the date the form was first completed.   
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SECTION B: 
 
B1. Enter the date the clinical center was notified of the patient’s death using MM/DD/YYYY 

format. 
 
B2.  Enter the date of death using MM/DD/YYYY format. 
 
B3.  Circle the number corresponding to the place of death.   

! For place of death at HOME, WORK, EXTENDED CARE FACILITY, or HOSPICE, skip to 
Section C.   

! For place of death at HOSPITAL, circle 3 and continue to question B4. 
! For OTHER, specify the place of death.  Forty characters (including punctuation and 

spaces) are provided. Skip to Section C. 
 

B4.  The death may have occurred before admission (i.e. in the ER or clinic) or after admission to 
the hospital. Indicate if the patient was admitted to the hospital prior to his/her death. 
! If the patient was admitted to the hospital, circle 1 for YES and continue to question B5. 
! If the patient was not admitted to the hospital, circle 2 for NO and skip to question B7. 

 
B5.  Enter the date of hospital admission using the MM/DD/YYYY format. 
 
B6.  Record the hospital admitting diagnoses.   

! Sixty characters (including punctuation and spaces) are provided for each possible 
diagnosis. 

! Enter the code(s) for the corresponding diagnosis(es) from the ICD-9 code list. 
 
B7.  Indicate if the Hospital Record Summary Report is available. A Hospital Record Summary is 

any document that summarizes the course of the patient's hospitalization.  Other medical 
records from a hospitalization may be used to document the causes of death, (for example, an 
ER report or ICU note [see question C8]) but only information from the document that 
summarizes the hospitalization should be recorded here. 

 
! If the Hospital Record Summary Report is available, circle 1 for YES and continue to 

question C8.   
! File a copy of the report with the patient’s records.   
! A copy of the Hospital Record Summary Report should be sent to the DCC.  Black out 

all identifying patient information, such as name and medical record number, and 
replace with the patient ID number (labels provided by the DCC may be used).  See 
Fax number and address for DCC in the box on the last page.   

! If the Hospital Record Summary Report is not available, circle 2 for NO and skip to Section 
C. 

 
B8.  Record the cause(s) of death as reported on the Hospital Record Summary Report.  

! Specify the cause(s) of death.  Sixty characters (including punctuation and spaces) are 
provided for each possible cause. 

! Enter the code(s) for the corresponding cause(s) of death from the ICD-9 code list. 
 
B9. Record any other significant conditions reported on the Hospital Record Summary Report.  

! Sixty characters (including punctuation and spaces) are provided for each possible 
condition. 

! Enter the code(s) for the corresponding condition(s) from the ICD-9 code list. 
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SECTION C 
 
C1.  Indicate if the Death Certificate is available.  

! If the Death Certificate is available, circle 1 for YES and continue to question C2.   
! File a copy of the Death Certificate with the patient’s records.   
! A copy of the Death Certificate should be sent to the DCC.  Black out all identifying 

patient information, such as name and medical record number, and replace with the 
patient ID number (labels provided by the DCC may be used).  See Fax number and 
address for DCC in the box on the last page.   

! If the Death Certificate is not available, circle 2 for NO and skip to question C4. 
 
! If it is not possible to obtain a copy of the death certificate from a hospital or the patient’s 

family, a copy can often be obtained from the state or county clerk by filing a request for a 
copy of a public record.  There may be a nominal fee for this request.  If it is difficult to 
request checks from your institution, the DCC can issue a check.  Please contact the DCC 
with the amount, the name to make the check out to, and the address to send the check. 

 
C2.  Record the cause(s) of death as reported on the Death Certificate.  

! Specify the cause(s) of death. Sixty characters (including punctuation and spaces) are 
provided for each possible cause. 

! Enter the code(s) for the corresponding cause(s) of death from the ICD-9 code list. 
 
C3. Record any other significant conditions reported on the Death Certificate. 

! Sixty characters (including punctuation and spaces) are provided for each possible 
condition. 

! Enter the code(s) for the corresponding condition(s) from the ICD-9 code list. 
 
C4.  Indicate if an autopsy was performed.  

! If an autopsy was performed, circle 1 for YES and continue to question C5.   
! If an autopsy was not done or it is not known if an autopsy was done, circle 2 and skip to 

question C8. 
 
C5.   Indicate if the Autopsy Report is available. 

! If the Autopsy Report is available, circle 1 for YES and continue to question C6.   
! File a copy of the Autopsy Report with the patient’s records.   
! A copy of the Autopsy Report should be sent to the DCC.  Black out all identifying 

patient information, such as name and medical record number, and replace with the 
patient ID number (labels provided by the DCC may be used).  See Fax number and 
address for DCC in the box on the last page.   

! If the Autopsy Report is not available or the status is unknown, circle 2 for NO and skip to 
question C8. 

 
C6.  Record the cause(s) of death as reported on the Autopsy Report.  

! Specify the cause(s) of death. Sixty characters (including punctuation and spaces) are 
provided for each possible cause. 

! Enter the code(s) for the corresponding cause(s) of death from the ICD-code list. 
 

C7.  Record any other significant conditions reported on the Autopsy Report. 
! Sixty characters (including punctuation and spaces) are provided for each possible 

condition. 
! Enter the code(s) for the corresponding condition(s) from the ICD-9 code list. 
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C8.  Record how information regarding the circumstances surrounding the patient’s death was 
obtained.   
! Circle 1 for YES or 2 for NO for each question C8a-C8f.   
! You may answer YES to more than one question. 

 
C8f.   If the answer is OTHER, circle 2 for YES and specify how you learned of the death.  Sixty 

characters (including punctuation and spaces) are provided. 
 
SECTION D 
 
Note on section D:  The HALT-C Principal Investigator must make these determinations. 
 
D1.  Enter the classification of cause of death as determined by a HALT-C site Principal 

Investigator.   
! Circle 1 for YES or 2 for NO for each question D1a-D1f.   
! You may answer YES to more than one question. 

 
D2.  Record a summary of sequence of events and/or circumstances surrounding the patient’s 

death. Seven hundred and fifty characters (including punctuation and spaces) are available.  If 
necessary, attach a separate page with this information. Include the last date and dosage of 
ribavirin and peginterferon. This summary will be sent as a report to the DSMB, so the site 
should ensure that it is data entered correctly in sentence structure.  

 
The Principal Investigator or designee MUST sign and date the form. 
 
 
Send copies of all source documents, including a Hospital Record Summary Report, Death 
Certificate, and/or Autopsy Report as soon as they become available. Black out all identifying patient 
information, such as name and medical record number, and replace with the patient ID number (labels 
provided by the DCC may be used). 
 
 
 
 
 
 

DCC Contact Information 
 
Contact:  Margaret C. Bell 
 
Phone:  (617) 923-7747 x522 
   
Fax:  (617) 926-0144 
   
E-mail:  mbell@neri.org 
  
Address: HALT-C Data Coordinating Center 

New England Research Institutes, Inc. 
9 Galen Street 
Watertown, MA   02472 

 



  QxQ updated: 06/25/2004 
 

HALT-C Trial Q x Q Form # 65 Version C: 10/15/2003 Page 1 of 2 

HALT-C Trial Q X Q 

Clinical Outcome Review 
Form # 65  Version C: 10/15/2003 

Purpose of Form #65: This form is used to document the evaluation of reported primary clinical 
outcomes, secondary clinical outcomes requiring permanent cessation of Trial medication, or 
presumed hepatocellular carcinoma.  Reported events are evaluated by a three member Outcome 
Review Board, consisting of a rotating group of HALT-C Trial Investigators. 
 
When to complete Form #65: This form is completed each time one of the above events is reported 
to the Data Coordinating Center (DCC).  A DCC staff person completes Sections A-E and I.  Outcome 
Review Board members complete Sections F, G, and H. 
 
Procedure for completing Sections F, G, and H of Form #65:  Each reviewer will receive a packet 
of information about an event.  This packet will include: 
 
! A cover letter detailing the type of outcome and attached documents. 
 
! A single page of Form 65 to complete and return to the DCC.  
 
! A copy of the relevant Clinical Outcome definition and criteria from the MOO Appendix I-2. 
 
! A blinded copy of the Description from Form 63 (Clinical Outcome) written by a staff member at 

the reporting clinical center.   
 
! Blinded copies of source documents provided by the reporting clinical center. 
 
 
REVIEWER RESPONSES.  
 
Section F is Reviewer 1; Section G is Reviewer 2; Section H is Reviewer 3 (Tiebreaker) 
  
H1. A third reviewer is required if Reviewers 1 and 2 do not have identical answers to 

Questions F3 and G3.  When this occurs, DCC staff will answer question H1 “Yes” and 
request a tiebreaker review. 

 
F1/G1/H2. The DCC staff will fill in your initials on this question.     
 
F1/G1/H2(a). Enter the date you received the packet of information using the MM/DD/YYYY format. 
 
F2/G2/H3. The DCC staff will complete this question.  Refer to the code box to determine which 

clinical outcome is being assessed for this particular review.  
 
F3/G3/H4. The DCC staff will include a copy of the relevant Clinical Outcome definition and 

criteria from the MOO Appendix 1-2.  Review the source documentation regarding the 
event and compare to the Clinical Outcome definition and criteria. Determine if the 
event met the HALT-C criteria. 
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! If you decide the event met the clinical outcome criteria, circle “Yes” or "1", answer 

F4/G4/H5, and skip question F5/G5/H6. 
 

F4/G4/H5. The DCC staff will include a copy of the relevant Clinical Outcome 
definition and criteria from the MOO Appendix 1-2.  Review the source 
documentation regarding the event and determine when the event first 
fulfilled Clinical Outcome criteria. 

 
! If you decide the event did not meet the clinical outcome criteria, circle “No” or "2", 

skip question F4/G4H/5, and answer question F5/G5/H6. 
 

F5/G5/H6. Circle “Yes” or “No” for all reasons that the clinical outcome was not 
met.  For “other," please specify the reason in the space provided.  100 
characters (including spaces and punctuation) are provided.   

 
F6/G6. Explain your reasoning why the event met or did not meet the clinical outcome criteria.  

750 spaces are provided. 
 
 
Return your form to DCC by fax or by Federal Express within two weeks of receipt.  Please keep a 
copy of your form in case the DCC does not receive your reply. 
 
 
 
 
 
 
 
 
 

DCC Contact Information 
 
Address:   HALT-C Data Coordinating Center 

New England Research Institutes 
9 Galen Street 
Watertown, MA 02472 

 
Phone:   (617) 923-7747 
   
Fax: (617) 926-0144
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HALT-C Trial Q X Q 

HCC Diagnosis 
Form # 66  Version A: 11/01/2003 

 
Purpose of Form #66: The HCC Diagnosis Form records the diagnosis of HCC and the 
characteristics of the tumor. 
 
When to complete Form #66: This form should be completed when a randomized patient meets the 
criteria of definite or presumed HCC.  Form #66 can be added to the Clinical Outcome Form 
Summary by clicking on the “Additional Forms” button on the bar at the bottom of the screen. 
 
SECTION A: GENERAL INFORMATION 
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Record the date of this visit (the date the physical exam was done) using the MM/DD/YYYY 

format.   
 

A4. Enter the initials of the person completing the form.   
 
SECTION B: DIAGNOSIS 
 
B1.  Record the date the patient first met the criteria for definite/presumed HCC (in patient where 

the diagnosis of HCC is based on 2 imaging tests, please enter the date of the second 
confirming test) using MM/DD/YYYY format. 

 
B2. Indicate if the diagnosis of HCC was made on the basis of histology. 

! If the HCC was diagnosed by histology, skip to question C1. 
! If the HCC was not diagnosed by histology, go to question B3. 

 
B3. Indicate if the diagnosis of HCC was determined by the presence of a new hepatic lesion with 

AFP >1000 ng/mL. 
! If the HCC was diagnosed by the new lesion and AFP >1000 ng/mL, skip to question C1. 
! If the HCC was not diagnoses by the new lesion and AFP >1000 ng/mL, go to question B4. 

 
B4.  Indicate the method of diagnosis. Choose only one of the methods from the code list. If the 

method is not listed, enter 99 and then specify the method in the space provided. 
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SECTION C: TUMOR CHARACTERISTICS 
 
C1. Indicate the number of tumor nodules in the liver. 

! Circle the appropriate number (1-6). 
! If Diffuse (6) is the correct answer, then skip to question C3. 

 
C2. Indicate the tumor size (maximum diameter of largest tumor nodule) in centimeters. Three 

decimal places are allowed. 
 
C3. Indicate the tumor location. 

! If unilobar, circle “1.” 
! If bilobar, circle “2.” 

 
C4.  Indicate if there is vascular invasion. 

! If yes, circle”1.” 
! If no, circle “2.” 
! If unable to determine, circle “3.” 

 
C5.  Indicate whether there is extrahepatic spread. 

! If yes, circle”1.” 
! If no, circle “2.” 
! If unable to determine, circle “3.” 

 
C6.  Indicate the tumor staging based on TNM Classification. Use the classification table provided. 

! Record the T-factor at C6a. 
! Record the N-factor at C6b. 
! Record the M-factor at C6c. 

 
 

AMERICAN LIVER TUMOR STUDY GROUP MODIFIED TUMOR-NODE-METASTASIS (TNM) 
CLASSIFICATION 

CLASSIFICATION DEFINITION 
 
TX, NX, MX  Not assessed 
T0, N0, M0              Not found 
 
T1   1 nodule <=1.9 cm 
T2   One nodule 2.0-5.0 cm; two or three nodules, all <3.0 cm 
T3   One nodule >5.0 cm; two or three nodules, at least one >3.0 cm 
T4a  Four or more nodules, any size 
T4b T2, T3, or T4a plus gross intrahepatic portal or hepatic vein involvement as 

indicated by CT, MRI, or ultrasound 
N1   Regional (portal hepatitis) nodes, involved 
M1                           Metastatic disease, including extrahepatic portal or hepatic vein involvement 

Stage I  T1    Stage IVA1 T4a 
Stage II  T2    Stage IVA2 T4b 
Stage III  T3    Stage IVB Any N1, any M1 
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HALT-C Trial Q x Q 

Liver Transplant Date 
Form # 67 Version B: 11/01/2003 

 
Purpose of Form #67:  The Liver Transplant Date form records: the date a patient was placed on the 
liver transplant list; the date a patient received a liver transplant; the type of liver transplant; and 
whether the patient had HCC. 
 
When to complete Form #67:  This form should be completed after a patient receives a liver 
transplant.  It can be added to any study visit by clicking on the “Additional Forms” button on the study 
visit screen.   
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form. 
 
A3. Record the date that the form was completed in MM/DD/YYYY format.  
 
A4. Enter the initials of the person completing the form. 
 
SECTION B:  DATE OF TRANSPLANT 
 
B1.  Record the date that the patient was first placed on the liver transplant list in MM/DD/YYYY 

format. 
 
B2. Record the date that the patient received his or her liver transplant in MM/DD/YYYY format. 
 
B3. Circle one number for the type of transplant the patient received. 

! Record the number corresponding to the type of transplant that the patient had: “1” for a 
living donor, “2” for a donor who had died prior to the transplant, “3” if it is donor status is 
unknown. 

 
SECTION C: EXPLANT LIVER FINDINGS 
 
C1. Was the patient diagnosed to have HCC prior to the transplant? 

! If the patient was diagnosed with HCC prior to the transplant, circle ”1”, if no then circle 
“2”, if don’t know circle “-8.” 

 
C2. Does the liver pathology report show HCC in the explant liver? 

! If the pathology report showed HCC in the explanted liver, circle”1”, if no then circle “2”, 
if don’t know circle “-8.” 
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HALT-C Trial Q x Q 

Pregnancy Report    
Form # 68 Version A: 06/15/2000   

Purpose of Form #68:  The Pregnancy Report form is used to report the pregnancy of a patient or a 
patient’s partner(s) during the HALT-C Trial. 
 
When to complete Form #68:  Sites must report all pregnancies in patients and patients’ partners 
that occur from the time the patient signs the Main Trial Screening consent form through Month 54 
(M54) for patients who enter the Randomized Phase and Week 72 (W72) for patients who enter the 
Responder Phase. Pregnancy events may be reported at a study visit or between study visits. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Record the date this form was completed using MM/DD/YYYY format.   
 
A4. Enter the initials of the person completing the form.   
 
SECTION B:  PREGNANCY REPORT   
 
B1. Pregnancy:    
! Circle “1” for a patient in HALT-C who is pregnant.  
! Circle “2” for a partner of a patient in HALT-C who is pregnant. 

 
B2.  Last Menstrual Period Date: 
! Record LMP of pregnant person using MM/DD/YYYY format. 
! If exact date is not known, record month and year, indicating the day as unknown. 

 
SECTION C: PEGINTERFERON ALFA-2A 
 
C1.  Peginterferon alfa-2a:  

! Circle “1” for YES if the patient has taken Peginterferon alfa-2a during this pregnancy.  
! Circle “2” for NO if the patient has NOT taken Peginterferon alfa-2a during this pregnancy. 
! This report is only for recording peginterferon specifically dispensed for the HALT-C Trial. The 

purpose is to record whether there is any abnormality from HALT-C study drug(s). Any 
interferon given to the patient not dispensed through the HALT-C Trial will not be reported on 
this form. 

 
C2.  Peginterferon alfa-2a dose:  
   
! Record the dose of Peginterferon alfa-2a the patient was taking at the onset of pregnancy in 

MU or mcg. 
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SECTION D: RIBAVIRIN 
 
D1.  Ribavirin: 

! Circle “1” for YES if the patient has taken Ribavirin during this pregnancy.  
! Circle “2” for NO if the patient has NOT taken Ribavirin during this pregnancy. 
! This report is only for recording ribavirin specifically dispensed for the HALT-C Trial. The 

purpose is to record whether there is any abnormality from HALT-C study drug(s). Any 
ribavirin given to the patient not dispensed through the HALT-C Trial will not be reported on 
this form. 

 
D2.  Ribavirin dose: 
 
! Record the dose of Ribavirin the patient was taking at the onset of pregnancy in mg. 
 

SECTION E:  SUMMARY INFORMATION ABOUT PREGNANCY 
 
E1.  Pregnancy summary: 

! In the space provided, please give a brief summary of the pregnancy. It is important to state 
whether the pregnancy is normal or abnormal, whether the birth is normal or abnormal and 
whether the baby is normal or abnormal. If the pregnancy terminates through a miscarriage or 
abortion, state any abnormalities known and/or reason for termination. If there is no available 
information regarding the pregnancy, birth or outcome, state that the information is not known 
or attainable.  
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HALT-C Trial 

Screening Visit 1 Aliquot Form 
Form # 70 Q x Q     Version B: 08/20/2001 

Purpose of Form #70: The Screening Visit 1 Aliquot form should be used to record specimens 
collected at the first Screening Phase visit that will be sent to the Central Repository (BBI).  
Specimens that will be tested at local labs are not recorded on this form.  
 
Data entry of Form #70 adds specimens to the HALT-C shipping database.  The DMS uses this 
database to track all specimens and compile future shipments from the clinical centers to the central 
repository and to track what specimens should be in the freezer at the clinical site.  
 
When to complete Form #70: This form should be completed following processing and aliquotting of 
specimens for the Screen 1 (S00) visit. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the code corresponding to this visit. 
 
A4. Record the date the form was completed in MM/DD/YYYY format.    
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: SAMPLE ID 
 
At each visit, select the next available label packet supplied by the DCC or BBI.  There are label 
packets for Screen 1, Screen 2, and each of Lead in Phase, Randomized, and Week 20 responder 
study visits. Labels contain the patient ID, visit number, sample ID, and sequence number. 
 
 
B1.  Record the sample ID for this patient and this visit in the space provided.  An extra aliquot 

label from the label packet used for this patient may be placed on the form.  If the label is not 
available, record the sample ID number legibly. 

 
BBI and the DCC rely on the Sample ID as a link between the patients ID, the study visit, and 
location of collected specimens.  It is very important that Sample ID is recorded and data 
entered accurately. 
 

B2.  Record the date when the blood sample was collected using MM/DD/YYYY format. 
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SECTION C: SPECIMEN INFORMATION 
 

C1. Indicate if there were any problems or delays in specimen processing in C1.  
 
Circle "No" for C1 if there were no problems with specimen processing. 
! Questions C2a-b must be completed for each aliquotted specimen.  
! Questions C2c-d do not need to be completed.  

 
Circle "Yes" for C1 if there was a problem with specimen processing. 
! Questions C2a-d must be completed for each aliquotted specimen.  
! Question C2c should be completed with one of the codes for specimen processing listed in 

the code box below. 
 

Codes for specimen processing 
 

1. okay 
2. hemolysis 
3. delay in processing-processed within 4-6 hours of collection 
4. delay in processing-processed within 6-8 hours of collection 
5. delay in processing-processed within 8-12 hours of collection 
6. delay in processing-processed within 12-18 hours of collection 
7. delay in processing-processed within 18-24 hours of collection 
8. delay in processing-processed within 24-48 hours of collection 
9. delay in processing-processed 48+ hours after collection 
10. delay in shipping 
11. collected in incorrect tube-plasma collected instead of serum 
12. delay in snap freezing liver tissue 
13. Vacutainer tube stored in refrigerator 
99.  Other-please specify  
 
General Instructions on using spare sequence numbers:  
 
Extra frozen serum collected. 
If extra frozen serum was collected, use the spare ID sequence numbers 123 and/or 124.   
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HALT-C Trial 

Screening Visit 2 Aliquot Form 
Form # 71  Q x Q     Version B: 08/20/2001 

Purpose of Form #71: The Screening Visit 2 Aliquot form should be used to record specimens collected 
at the second Screening phase visit that will be sent to the Central Repository (BBI).  Specimens that will 
be tested at local labs are not recorded on this form.  
 
Data entry of Form #71 adds specimens to the HALT-C shipping database.  The DMS uses this 
database to track all specimens and compile future shipments from the clinical centers to the central 
repository and to track what specimens should be in the freezer at the clinical site.  
 
When to complete Form #71: This form should be completed following processing and aliquotting of 
specimens for the Screen 2 (S00) visit. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the code corresponding to this visit. 
 
A4. Record the date the form was completed in MM/DD/YYYY format.    
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: SAMPLE ID 
 
At each visit, select the next available label packet supplied by the DCC or BBI.  There are label packets 
for Screen 1, Screen 2, and each of Lead in Phase, Randomized, and Week 20 responder study visits. 
Labels contain the patient ID, visit number, sample ID, and sequence number. 
 
 
B1.  Record the sample ID for this patient and this visit in the space provided.  An extra aliquot label 

from the label packet used for this patient may be placed on the form.  If the label is not available, 
record the sample ID number legibly. 

 
BBI and the DCC rely on the Sample ID as a link between the patients ID, the study visit, and 
location of collected specimens.  It is very important that Sample ID is recorded and data entered 
accurately. 
 

B2.  Record the date when the blood sample was collected using MM/DD/YYYY format. 
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SECTION C: SPECIMEN INFORMATION 
 
C1. Indicate if there were any problems or delays in specimen processing in C1.  

 
Circle "No" for C1 if there were no problems with specimen processing. 
! Questions C2a-b must be completed for each aliquotted specimen.  
! Questions C2c-d do not need to be completed.  

 
Circle "Yes" for C1 if there was a problem with specimen processing. 
! Questions C2a-d must be completed for each aliquotted specimen.  
! Question C2c should be completed with one of the codes for specimen processing listed in 

the code box below. 
 

Codes for specimen processing 
 

1. okay 
2. hemolysis 
3. delay in processing-processed within 4-6 hours of collection 
4. delay in processing-processed within 6-8 hours of collection 
5. delay in processing-processed within 8-12 hours of collection 
6. delay in processing-processed within 12-18 hours of collection 
7. delay in processing-processed within 18-24 hours of collection 
8. delay in processing-processed within 24-48 hours of collection 
9. delay in processing-processed 48+ hours after collection 
10. delay in shipping 
11. collected in incorrect tube-plasma collected instead of serum 
12. delay in snap freezing liver tissue 
13. Vacutainer tube stored in refrigerator 
99.  Other-please specify  
 
General Instructions on using spare sequence numbers:  
 
Extra frozen serum collected. 
If extra frozen serum was collected, use the spare ID sequence numbers 123 and/or 124.   
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SECTION D: LIVER TISSUE 
 
D1. Record the date the biopsy was performed for this visit in MM/DD/YYYY format.  Biopsies are 

performed at M24 and M48 visits. 
 
D2. Indicate if there were any problems or delays in liver specimen processing in D2.  

 
Circle "No" for D2 if there were no problems with processing of the liver specimen. 
! Questions D3a and D3b must be completed.  
! Questions D3c and D3d do not need to be completed.  

 
Circle "Yes" for D2 if there was a problem with processing of the liver specimen. 
! Questions D3a, D3b, D3c, and D3d must be completed.  
! Question D3c should be completed with one of the codes for specimen processing listed in 

the code box below. 
 

 
Codes for specimen processing 

 
1. okay 
2. hemolysis 
3. delay in processing-processed within 4-6 hours of collection 
4. delay in processing-processed within 6-8 hours of collection 
5. delay in processing-processed within 8-12 hours of collection 
6. delay in processing-processed within 12-18 hours of collection 
7. delay in processing-processed within 18-24 hours of collection 
8. delay in processing-processed within 24-48 hours of collection 
9. delay in processing-processed 48+ hours after collection 
10. delay in shipping 
11. collected in incorrect tube-plasma collected instead of serum 
12. delay in snap freezing liver tissue 
13. Vacutainer tube stored in refrigerator 
99.  Other-please specify  
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HALT-C Trial 

Lead in Phase Aliquot Form 
Form # 72  Q x Q     Version B: 08/20/2001 

Purpose of Form #72: The Lead in Phase Aliquot form should be used to record specimens collected 
for a Lead-In Phase visit that will be sent to the Central Repository (BBI).  Specimens that will be 
tested at local labs are not recorded on this form.  
 
Data entry of Form #72 adds specimens to the HALT-C shipping database.  The DMS uses this 
database to track all specimens and compile future shipments from the clinical centers to the central 
repository and to track what specimens should be in the freezer at the clinical site.  
 
When to complete Form #72: This form should be completed following processing and aliquotting of 
specimens for each Lead in phase visit: Baseline (W00) through Week 24 (W24). 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the code corresponding to this visit. 
 
A4. Record the date the form was completed in MM/DD/YYYY format.    
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: SAMPLE ID 
 
At each visit, select the next available label packet supplied by the DCC or BBI.  There are label 
packets for Screen 1, Screen 2, and each of Lead in Phase, Randomized, and Week 20 responder 
study visits. Labels contain the patient ID, visit number, sample ID, and sequence number. 
 
 
B1.  Record the sample ID for this patient and this visit in the space provided.  An extra aliquot 

label from the label packet used for this patient may be placed on the form.  If the label is not 
available, record the sample ID number legibly. 

 
BBI and the DCC rely on the Sample ID as a link between the patients ID, the study visit, and 
location of collected specimens.  It is very important that Sample ID is recorded and data 
entered accurately. 
 

B2.  Record the date when the blood sample was collected using MM/DD/YYYY format. 
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SECTION C: SPECIMEN INFORMATION 
 

C1. Indicate if there were any problems or delays in specimen processing in C1.  
 
Circle "No" for C1 if there were no problems with specimen processing. 
! Questions C2a-b must be completed for each aliquotted specimen.  
! Questions C2c-d do not need to be completed.  

 
Circle "Yes" for C1 if there was a problem with specimen processing. 
! Questions C2a-d must be completed for each aliquotted specimen.  
! Question C2c should be completed with one of the codes for specimen processing listed in 

the code box below. 
 

Codes for specimen processing 
 

1. okay 
2. hemolysis 
3. delay in processing-processed within 4-6 hours of collection 
4. delay in processing-processed within 6-8 hours of collection 
5. delay in processing-processed within 8-12 hours of collection 
6. delay in processing-processed within 12-18 hours of collection 
7. delay in processing-processed within 18-24 hours of collection 
8. delay in processing-processed within 24-48 hours of collection 
9. delay in processing-processed 48+ hours after collection 
10. delay in shipping 
11. collected in incorrect tube-plasma collected instead of serum 
12. delay in snap freezing liver tissue 
13. Vacutainer tube stored in refrigerator 
99.  Other-please specify  
 
General Instructions on using spare sequence numbers:  
 
Extra frozen serum collected. 
If extra frozen serum was collected, use the spare ID sequence numbers 123 and/or 124.   
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HALT-C Trial Q x Q 

Randomized Phase Aliquot Form 
Form # 73 Version C: 06/15/2004 

Purpose of Form #73: The Randomized Phase Aliquot form is used to record specimens collected 
for a randomized phase visit that will be sent to the Central Repository (BBI).  Specimens that will be 
tested at local labs are not recorded on this form.  
 
Data entry of Form #73 adds specimens to the HALT-C shipping database.  The DMS uses this 
database to track all specimens and compile future shipments from the clinical centers to the central 
repository and to track what specimens should be in the freezer at the clinical site.  
 
When to complete Form #73: This form should be completed following processing and aliquotting of 
specimens for each Randomized phase visit:  Month 09 (M09) through Month 54 (M54). 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the code corresponding to this visit. 
 
A4. Record the date the form was completed in MM/DD/YYYY format.    
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: SAMPLE ID 
 
At each visit, select the appropriate randomized phase label packet supplied by BBI.  Labels contain 
the patient ID, visit number, sample ID, and sequence number. 
 
B1.  Record the sample ID for this patient and this visit in the space provided.  An extra aliquot 

label from the label packet used for this patient may be placed on the form.  If the label is not 
available, record the sample ID number legibly. 

 
BBI and the DCC rely on the sample ID as a link between the patient ID, the study visit, and 
location of collected specimens.  It is very important that the sample ID is recorded and data 
entered accurately. 
 

B2.  Record the date when the blood sample was collected using MM/DD/YYYY format. 
 

Note: If the blood draw was completed on a different date than the blood draw recorded on 
Form #30 (Local Lab), please add a form level comment about the patient's fasting status 
when completing data entry in the DMS.  The comment should include information on the data 
and time of day when the blood sample was collected and the date and time of day when the 
when the patient reported he or she last ate or drank (other than water). 
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SECTION C: SPECIMEN INFORMATION 
 
C1. Indicate if there were any problems or delays in specimen processing in C1.  

 
Circle "No" for C1 if serum was separated within 2-4 hours of collection. 
! Questions C2a and C2b, C3a and C3b, and C4a and C4b must be completed for each 

aliquotted specimen.  
! Questions C2c and C2d, C3c and C3d, and C4c and C4d do not need to be completed.  

 
Circle "Yes" for C1 if there was a problem with specimen processing. 
! Questions C2a-d, C3a-d, and C4a-d must be completed for each aliquotted specimen.  
! Question C2c, C3c, and C4c should be completed with one of the codes for specimen 

processing listed in the code box below. 
 

Codes for specimen processing 
 

1. okay 
2. hemolysis 
3. delay in processing-processed within 4-6 hours of collection 
4. delay in processing-processed within 6-8 hours of collection 
5. delay in processing-processed within 8-12 hours of collection 
6. delay in processing-processed within 12-18 hours of collection 
7. delay in processing-processed within 18-24 hours of collection 
8. delay in processing-processed within 24-48 hours of collection 
9. delay in processing-processed 48+ hours after collection 
10. delay in shipping 
11. collected in incorrect tube-plasma collected instead of serum 
12. delay in snap freezing liver tissue 
13. Vacutainer tube stored in refrigerator 
99.  Other-please specify  
 
General Instructions on Tables C2, C3, and C4: 
 
Because Form #73 is used for all randomized phase study visits, all possible specimens collected 
during the randomized phase are listed.  Each specimen is given a sequence number, purpose, and 
an expected volume in Tables C2, C3, and C4.  
 
The study visit column shows which study visits require collection of specimens with that sequence 
number.  Only complete rows that pertain to a specific study visit.  For example, when Form #73  
completed at the M09 visit, only complete the rows for sequence numbers 110, 111, 115, 116, 140, 
and 141 as indicated on the form.  

 
NOTE:  PBMC Specimen Collection: sequence numbers 001, 002, and 007   
 
In February 2003, there was a change in the protocol.  It was decided that: 
! Patients who have consented to participate in the Immunology / Virology Ancillary Studies have 

PBMC specimens collected at the Month 21 (M21) and Month 45 (M45) visits. 
! Patients who had M21 PBMC specimens collected before February 1, 2003 will have PBMC 

specimens collected at the M45 visit. 
! All other patients will not have PBMC collected at the M21 or M45 visits. 

 
Information in the Visit Control Sheet for the M21 and M45 visits will enumerate specifically which 
patients will require M21 and M45 PBMC collection. 



  QxQ updated: 09/22/2004 
 

HALT-C Trial Q x Q Form # 73 Version C: 06/15/2004 Page 3 of 3 

General Instructions on spare sequence numbers:  
 
Extra whole blood collected. 
If extra whole blood was collected, use the spare ID sequence number 005.   
 
Extra frozen serum collected. 
If extra frozen serum was collected, use the spare ID sequence numbers 123 and/or 124.   
 
Extra frozen whole blood for DNA collected. 
If extra frozen whole blood was collected, use the spare ID sequence numbers 142 and/or 143.   
 
SECTION D: LIVER TISSUE 
 
D1. Record the date the biopsy was performed for this visit in MM/DD/YYYY format.  Biopsies are 

performed at the M24 and M48 visits. 
 
D2. Indicate if there were any problems or delays in liver specimen processing in D2.  

 
Circle "No" for D2 if there were no problems with processing of the liver specimen. 
! Questions D3a and D3b must be completed.  
! Questions D3c and D3d do not need to be completed.  

 
Circle "Yes" for D2 if there was a problem with processing of the liver specimen. 
! Questions D3a-d and D4a-d must be completed.  
! Questions D3c and D4c should be completed with one of the codes for specimen 

processing listed in the code box below. 
 

NOTE:  Liver Tissue Collection: sequence numbers 130 (snap frozen) and 132 (frozen in OCT)   
 
The HALT-C Steering Committee approved a change in the protocol for handling of liver biopsy 
specimens.  Effective June 15, 2004, all HALT-C Clinical Sites should follow the revised liver biopsy 
protocol:   
 
PRIORITIES: 

1. The top priority for use of the biopsies will continue to be at least a 20 mm core for histological 
interpretation for the Main HALT-C trial. 

 
2. For excess liver tissue:  

- First priority: continue the current practice, whenever possible, to place 3.0 mm (or 
larger) cores of biopsies into cryovials, flash-frozen in liquid nitrogen at the bedside, 
and later transferred to dry ice (-800C or colder) for long-term storage. 

 
- Second priority: whenever possible, embed any remaining liver tissue (preferably > 4.0 

mm cores) from HALT-C biopsies at the bedside into Tissue-Tek OCT prior to freezing 
in liquid nitrogen. A detailed procedure on how to collect liver in OCT is provided in in 
Numbered Memo 27. 

 
HOWEVER, the four clinical sites (UMass/UConn, SLU, USC, UTSW) currently embedding biopsy 
samples into OCT as part of the Immunology-Virology AS will continue to do so.  Unlike the other 
clinical sites, the first priority for excess biopsy tissue specimens will be fresh tissue for the CTL 
substudy and for the already approved Replication substudy.  If additional tissue is available, liver 
biopsies will also be collected and flash frozen whenever possible. 
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HALT-C Trial 

Week 20 Responder Aliquot Form 
Form # 74  Q x Q     Version B: 08/20/2001 

Purpose of Form #74: The Week 20 Responder Aliquot form should be used to record specimens 
collected for a Responder Phase visit that will be sent to the Central Repository (BBI).  Specimens 
that will be tested at local labs are not recorded on this form.  
 
Data entry of Form #74 adds specimens to the HALT-C shipping database.  The DMS uses this 
database to track all specimens and compile future shipments from the clinical centers to the central 
repository and to track what specimens should be in the freezer at the clinical site.  
 
When to complete Form #74: This form should be completed following processing and aliquotting of 
specimens for each Responder Phase visits: Week 30 (W30) through Week 72 (W72). 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the code corresponding to this visit. 
 
A4. Record the date the form was completed in MM/DD/YYYY format.    
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: SAMPLE ID 
 
At each visit, select the next available label packet supplied by the DCC or BBI.  There are label 
packets for Screen 1, Screen 2, and each of Lead in Phase, Randomized, and Week 20 responder 
study visits. Labels contain the patient ID, visit number, sample ID, and sequence number. 
 
 
B1.  Record the sample ID for this patient and this visit in the space provided.  An extra aliquot 

label from the label packet used for this patient may be placed on the form.  If the label is not 
available, record the sample ID number legibly. 

 
BBI and the DCC rely on the Sample ID as a link between the patients ID, the study visit, and 
location of collected specimens.  It is very important that Sample ID is recorded and data 
entered accurately. 
 

B2.  Record the date when the blood sample was collected using MM/DD/YYYY format. 
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SECTION C: SPECIMEN INFORMATION 
 
C1. Indicate if there were any problems or delays in specimen processing in C1.  

 
Circle "No" for C1 if there were no problems with specimen processing. 
! Questions C2a-b and C3a-b must be completed for each aliquotted specimen.  
! Questions C2c-d and C3c-d do not need to be completed.  

 
Circle "Yes" for C1 if there was a problem with specimen processing. 
! Questions C2a-d and C3a-d must be completed for each aliquotted specimen.  
! Question C2c and C3c should be completed with one of the codes for specimen 

processing listed in the code box below. 
 

Codes for specimen processing 
 

1. okay 
2. hemolysis 
3. delay in processing-processed within 4-6 hours of collection 
4. delay in processing-processed within 6-8 hours of collection 
5. delay in processing-processed within 8-12 hours of collection 
6. delay in processing-processed within 12-18 hours of collection 
7. delay in processing-processed within 18-24 hours of collection 
8. delay in processing-processed within 24-48 hours of collection 
9. delay in processing-processed 48+ hours after collection 
10. delay in shipping 
11. collected in incorrect tube-plasma collected instead of serum 
12. delay in snap freezing liver tissue 
13. Vacutainer tube stored in refrigerator 
99.  Other-please specify  
 
General Instructions on using spare sequence numbers:  
 
Extra frozen serum collected. 
If extra frozen serum was collected, use the spare ID sequence numbers 123 and/or 124.   
 
Extra frozen whole blood for DNA collected. 
If extra frozen whole blood was collected, use the spare ID sequence numbers 142 and/or 143.   
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HALT-C Trial

Repeat AFP Aliquot
Form # 75 Q x Q Version A: 6/15/00

Purpose of this form: This aliquot form should be used to document the repeat AFP specimens that will
be sent to the Central Repository. The results for the repeat AFP are entered into Form # 36 at NERI.
The centers should also receive the results via email from the Repository. The centers can also print out
the AFP report from the DMS to use as a source document. The following outlines when AFP’s can be 
repeated at the study visits. For more clarification, refer to section C.2 (HCC Screening) of the Protocol
Appendix.

SCREENING If initial AFP results are out of range, then the AFP can be repeated a second time.
If AFP > 200, then the patient must be excluded from the study.

LEAD-IN If abnormal findings are detected, then refer to the HCC Screening guidelines.
RANDOMIZATION If abnormal findings are detected, then refer to the HCC Screening guidelines.

When to complete this form: This form should be completed following processing and aliquotting of the
repeat AFP specimen. Data entry of Form # 75 is the first step of the shipping and tracking procedures.
When this form has been data entered, the specimen will be recorded as collected and will go into a
database of specimens available for shipment to the Repository for your clinical center. Entry of this form
also allows NERI to link up the HALT-C Trial ID’s and study visits with the Sample ID assigned by the 
Repository.

Shipping Procedures: When you are ready to prepare a frozen shipment, specimens included on data
entered Form # 75 will appear in the shipping database as being available for shipment. Please refer to
section C (Specimen Shipping and Tracking) in the Manual of Operations (MOO) for complete
information on use of the shipping database. If the shipment has been successfully finalized, an
automated email is sent to the Repository and NERI, alerting them that the AFP specimen is on route.
For more clarifications on shipping to the Repository, refer to section E (Specimen Collection, Processing
& Shipping) and section C (Data management) in the MOO.

SECTION A: GENERAL INFORMATION

A1. Affix the patient ID label in the space provided.
 If the label is not available, record the ID number legibly.

A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.  

A3. Enter the code corresponding to this visit.

A4. Record the date of this visit.
 When entering this date, use the MM/DD/YYYY format.
 Enter the 2 digit number for the month in the first 2 spaces provided (i.e., January = “01”, 
February = “02”, etc.), the 2 digit number for the day of the month in the second 2 spaces 
provided, and the 4 digit number for the year in the final 4 spaces provided.

A5. Enter the initials of the person completing the form.
 Enter the first initial in the first space provided, middle initial in the second space provided and

the last initial in the third space provided.
 If the person does not have a middle name, enter the first initial in the first space provided,

leave the second space blank, and enter the last initial in the third space provided.
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 If the person has a hyphenated last name or 2 last names, enter the initial of the first last
name in the last space.

SECTION B: SAMPLE ID

B1. For every repeat AFP at a given visit, you should select one aliquot label/sample ID label from the
sheet of repeat AFP labels supplied by the Repository.

Please record the sample ID specific for this patient and this visit in the space provided. Please
note that once a specimen is shipped to the Repository, NERI will rely on the information entered
for this question to link up all data and information on location of this specimen with the HALT-C
Trial ID and study visit. It is very important that this information be recorded and data entered
accurately.

B2. Please record the collection date for the specimen to be aliquotted for shipment to the Repository.

SECTION C: SPECIMEN INFORMATION

Please indicate if there were any problems or delays in specimen processing in C1.
 If serum was separated within 2-4 hours of collection please circle No for C1.
 If No is circled, please indicate in questions a and write in the volume aliquotted in question b.

If there was a problem with specimen processing, please circle Yes for C1.
 Questions a, b, c + d must be completed.
 Question c should be completed with one of the codes for specimen processing listed in the

code box at the end of the form.

Serum collected for this visit can be frozen at–200C or–700C prior to batch shipment to THE
REPOSITORY.

The AFP specimen collected at the various study visits is listed in C2.
 The sequence number for this specimen is 129.
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HALT-C Trial 

Repeat HCV RNA Aliquot Form 
Form # 76  Q x Q     Version A: 06/15/2000 

Purpose of Form #76: The Repeat HCV RNA Aliquot form should be used to record specimens 
collected for a repeat HCV RNA test that will be sent to the Central Repository (BBI).  Specimens that 
will be tested at local labs are not recorded on this form.  
 
Data entry of Form #76 adds specimens to the HALT-C shipping database.  The DMS uses this 
database to track all specimens and compile future shipments from the clinical centers to the central 
repository and to track what specimens should be in the freezer at the clinical site.  
 
When to complete Form #76: This form should be completed following processing and aliquotting of 
the confirmatory HCV RNA specimens (sequences 150-153). 
 
Where to add Form #76: Form #76 is an addable form in the Data Management System.  Add this 
form to the appropriate study visit. To add a form to a visit, click on the “Additional Forms” button at 
the bottom of the screen. Choose “HCV RNA Aliquot Form#76” from the pull down menu, and then 
click the “OK” button. To see where this form has been data entered, click on the “More” link in the 
upper right hand corner of the screen. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the code corresponding to this visit. 
 
A4. Record the date the form was completed in MM/DD/YYYY format.    
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: SAMPLE ID 
 
At each visit, select the next available label packet supplied by the DCC or BBI.  There are label 
packets for Screen 1, Screen 2, and each of Lead in Phase, Randomized, and Week 20 responder 
study visits. Labels contain the patient ID, visit number, sample ID, and sequence number. 
 
B1.  Record the sample ID for this patient and this visit in the space provided.  An extra aliquot 

label from the label packet used for this patient may be placed on the form.  If the label is not 
available, record the sample ID number legibly. 

 
BBI and the DCC rely on the Sample ID as a link between the patients ID, the study visit, and 
location of collected specimens.  It is very important that Sample ID is recorded and data 
entered accurately. 
 

B2.  Record the date when the blood sample was collected using MM/DD/YYYY format. 
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SECTION C: SPECIMEN INFORMATION 
 

C1. Indicate if there were any problems or delays in specimen processing in C1.  
 
Circle "No" for C1 if there were no problems with specimen processing. 
! Questions C2a-b must be completed for each aliquotted specimen.  
! Questions C2c-d do not need to be completed.  

 
Circle "Yes" for C1 if there was a problem with specimen processing. 
! Questions C2a-d must be completed for each aliquotted specimen.  
! Question C2c should be completed with one of the codes for specimen processing listed in 

the code box below. 
 

Codes for specimen processing 
 

1. okay 
2. hemolysis 
3. delay in processing-processed within 4-6 hours of collection 
4. delay in processing-processed within 6-8 hours of collection 
5. delay in processing-processed within 8-12 hours of collection 
6. delay in processing-processed within 12-18 hours of collection 
7. delay in processing-processed within 18-24 hours of collection 
8. delay in processing-processed within 24-48 hours of collection 
9. delay in processing-processed 48+ hours after collection 
10. delay in shipping 
11. collected in incorrect tube-plasma collected instead of serum 
12. delay in snap freezing liver tissue 
13. Vacutainer tube stored in refrigerator 
99.  Other-please specify  
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HALT-C Trial 

R00 Visit Aliquot Form 
Form # 77  Q x Q     Version A: 06/15/2000 

Purpose of Form #77: The R00 Visit Aliquot form should be used to record specimens collected for a 
R00 visit that will be sent to the Central Repository (BBI).  Specimens that will be tested at local labs 
are not recorded on this form.  
 
Data entry of Form #77 adds specimens to the HALT-C shipping database.  The DMS uses this 
database to track all specimens and compile future shipments from the clinical centers to the central 
repository and to track what specimens should be in the freezer at the clinical site.  
 
When to complete Form #77: This form should be completed following processing and aliquotting of 
specimens for the R00 visit for Breakthrough/Relapse patients or Express patients. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the code corresponding to this visit. 
 
A4. Record the date the form was completed in MM/DD/YYYY format.    
 
A5. Enter the initials of the person completing the form.   
 
SECTION B: SAMPLE ID 
 
At each visit, select the next available label packet supplied by the DCC or BBI.  There are label 
packets for Screen 1, Screen 2, and each of Lead in Phase, Randomized, and Week 20 responder 
study visits. Labels contain the patient ID, visit number, sample ID, and sequence number. 
 
 
B1.  Record the sample ID for this patient and this visit in the space provided.  An extra aliquot 

label from the label packet used for this patient may be placed on the form.  If the label is not 
available, record the sample ID number legibly. 

 
BBI and the DCC rely on the Sample ID as a link between the patients ID, the study visit, and 
location of collected specimens.  It is very important that Sample ID is recorded and data 
entered accurately. 
 

B2.  Record the date when the blood sample was collected using MM/DD/YYYY format. 
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SECTION C: SPECIMEN INFORMATION 
 

C1. Indicate if there were any problems or delays in specimen processing in C1.  
 
Circle "No" for C1 if there were no problems with specimen processing. 
! Questions C2a-b must be completed for each aliquotted specimen.  
! Questions C2c-d do not need to be completed.  

 
Circle "Yes" for C1 if there was a problem with specimen processing. 
! Questions C2a-d must be completed for each aliquotted specimen.  
! Question C2c should be completed with one of the codes for specimen processing listed in 

the code box below. 
 

Codes for specimen processing 
 

1. okay 
2. hemolysis 
3. delay in processing-processed within 4-6 hours of collection 
4. delay in processing-processed within 6-8 hours of collection 
5. delay in processing-processed within 8-12 hours of collection 
6. delay in processing-processed within 12-18 hours of collection 
7. delay in processing-processed within 18-24 hours of collection 
8. delay in processing-processed within 24-48 hours of collection 
9. delay in processing-processed 48+ hours after collection 
10. delay in shipping 
11. collected in incorrect tube-plasma collected instead of serum 
12. delay in snap freezing liver tissue 
13. Vacutainer tube stored in refrigerator 
99.  Other-please specify  
 
 
General Instructions on using spare sequence numbers:  
 
Extra frozen serum collected. 
If extra frozen serum was collected, use the spare ID sequence numbers 123 and/or 124.   
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HALT-C Trial Q x Q 

Express Screening Checklist 
Form # 94 Version A: 06/15/2000 (Rev. 02/11/2002) 

Purpose of Form #94:  The Express Screening Checklist form provides a formal check off to verify 
that the Study Coordinator has performed all the steps required to screen an Express patient for 
eligibility for the HALT-C Trial.  These steps include: 
! obtaining signed informed consent forms for screening, the HALT-C Trial, and the QLFT 

ancillary study that require them, 
! obtaining and recording results of all screening lab tests, 
! completing/obtaining all screening source documentation, 
! completing the CIDI,   
! reviewing all required screening criteria, and 
! completing all screening forms. 

 
The questions in Sections B-D17 and Section F and of the Express Screening Checklist must be 
answered for the screening process to be complete.   A CORRECT answer to each question records 
that the required screening step has been completed.  The patient cannot begin the randomized 
phase of the trial until all screening steps have been completed.  If for any reason, the answers to 
sections B-D17 and F are answered NO, and it is felt that the patient should be included in the 
HALT-C Trial in spite of this, submit your request to the Exemption Committee, following the 
procedures outlined in Communication # 5 and using the form provided in section L of the 
Manual of Operations.  If this patient will not enter the HALT-C Trial for any reason, complete Form # 
5, Trial Ineligibility. 
 
The Express Screening Checklist also serves to record information not recorded on other data forms:  
! screening serological assay results, 
! CIDI diagnoses at screening, 
! whether the patient consents to genetic testing, and  
! whether the patient will participate in the Quantitative Liver Function Testing ancillary study 

that requires a separate consent form. 
 
When to complete Form #94:  The Express Screening Checklist should be completed as the last 
step of the screening process, during the screening visit (S00), and entered immediately prior to 
randomizing the patient with Form #99, Randomization Checklist II.   The date that screening is 
completed is the date the last screening test was done, even if the results are not yet available. 
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SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3.  The visit number, S00, is pre-printed on the form, and does not need to be data entered. 

 
A4. Record the date that screening was completed.   This is the date that signals the end of the 

screening process. When entering this date, use the MM/DD/YYYY format.  Again, this date 
should be the date the LAST screening test was completed. 

 
A5. Enter the initials of the person completing the form.   
 
SECTION B 
 
B1.  The specific aims and general conduct of the HALT-C protocol have been reviewed with the 

patient, so that the patient has a good understanding of what will occur during the trial and be 
required of him/her. 

 
B2. Form #1, Trial ID Assignment, was completed and data entered. 
 
B3.  The patient must sign screening consent.   

! At your institution, screening consent may be a separate document or may be combined 
with the trial consent. 

 
SECTION C 
 
C1.  If the answer to any of the questions in the Inclusion Criteria section of the Eligibility 

Worksheet is NO, the patient is not eligible for the HALT-C Trial unless an exemption request 
has been granted. 

 
C2.  Source documentation showing that the patient has positive HCV serology is available. 
 
C3.      Source documentation of the most recent adequate treatment with interferon or 

interferon/ribavirin combination should be available. 
 
C4.      Source documentation showing that the patient has positive HCV serology was at least Week 

20 of after. 
 
C5.      Patient was able to tolerate previous treatment with interferon or interferon-ribavirin therapy. 
 
C6. The patient is willing to use adequate contraception: 

! Adequate contraception: sterilization, oral contraceptive, Nor-plant implant, IUD, Depo-
Provera injections or barrier method (diaphragm, condom or cervical cap) plus 
contraceptive jelly or no longer of child bearing potential (due to removal of reproductive 
organs or menopause.  A diagnosis of infertility is not included). 

 
C7.   If the answer to any of the questions in the exclusion criteria section of the Eligibility 

Worksheet (not data entered) was YES, the patient is not eligible for the HALT-C Trial.    
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C8.   The results of the screening HCV RNA assay (recorded on Form #31, Central Lab – HCV 
RNA) have been obtained from the Central Virology Lab and the patient tested positive for 
HCV RNA. 
! Note: When Form #31, Central Lab – HCV RNA, is data entered at the Central Virology 

Lab, an automated email with the patient’s results will be sent to specified email 
address(es) at the clinical site. 

 
C9. Form #50, Screening Biopsy Evaluation, has been completed by the clinical center 

Pathologist, at the clinical site and the patient was found to have an Ishak fibrosis score 
consistent with protocol requirements. 

 
C10. The Screening Medical History Interview, Form #3, has been completed and evaluated. 
 
C11. Form #11, Physical Exam, completed.  
 
C12. The results of the screening alfa-fetoprotein (AFP) assay, recorded on Form #34, Central AFP, 

have been obtained and the AFP result is less than or equal to 1000 ng/mL.  If AFP between 
200 and 1000, ultrasound and MRI or CT was negative for hepatic mass. 

 
C13. CTP Score, Form #15, completed on two separate occasions and at least one score is < 7. 
 
C14. Patient is not participating in any other clinical trial. 
 
SECTION D 
 
D1 – D5. Form #30: Local Lab, and Form #35: Screening Visit 2 Local Lab, have been completed 

with the results of the following tests: 
! Serum chemistries, including BUN, creatinine, glucose, triglycerides, uric acid; 
! Liver chemistries, including AST, ALT, alkaline phosphatase, total bilirubin, albumin, 

globulin (or total protein), and prothrombin time (INR); 
! Complete blood count with differentials, including WBC count, neutrophil count, hematocrit, 

hemoglobin, and platelets; 
! Thyroid stimulating hormone; and 
! Urinalysis, including pregnancy, protein, and heme. 

 
Note related to questions D6 – D11:  
 
! If the patient has an elevated value for serum ferritin or an iron saturation (serum iron/IBC x 100%) 

of greater than 50%, and presence of 3+ or 4+ stainable iron on liver biopsy according to the 
study pathologist or a history of iron overload, then the patient must undergo HFE genetic testing. 

 
! Patients who are homozygous for C282Y or compound heterozygous, i.e. C282Y +/- and C63D -

/+, are not eligible to enter the HALT-C Trial. 
 
! Patients who are negative on HFE testing may be entered into the study after first undergoing 

phlebotomy therapy to remove hepatic iron, and then undergoing repeat liver biopsy 
demonstrating less than 3+ hepatic iron. 

 
D6. Serum iron results, reported in µg/dL 

! This assay must have been performed during the screening period. 
 
D7. Date of iron results, reported in MM/DD/YYYY format. 
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D8. Total iron binding capacity (TIBC) reported in µg/dL 
! This assay must have been performed during the screening period. 

 
D9. Date of TIBC assay, reported in MM/DD/YYYY format. 
 
D10. Serum ferritin results, reported in ng/mL.  

! This assay must have been performed during the screening period 
 
D11. Date of serum ferritin assay, reported in MM/DD/YYYY format. 
 
D12.   ANA  (Antinuclear Antibody) 

! Record whether the lab value was negative or positive. 
! This result may be historical.  If not previously performed or the results cannot be obtained, 

perform the test through the local laboratory.   
 

D12a.   Lab value if a positive result on ANA  (Antinuclear Antibody) test. 
 

D13. Date of ANA reported in MM/DD/YYYY format. 
   
D14. Hepatitis B surface antigen  

! Patients with Hepatitis B surface antigen are not eligible. 
! Record if the test was positive or negative. 
! This result may be historical.  If not previously performed or the results cannot be obtained, 

perform the test through the local laboratory.   
 
D15. Date of Hepatitis B surface antigen reported in MM/DD/YYYY format. 
 
D16. HIV test 

! Patients who test positive for HIV (confirmed by Western blot) are not eligible. 
! Record if the test was positive or negative 
! This test must have been performed within the past 12 months.  If HIV was not tested 

within the last 12 months, or the results cannot be obtained, perform the test through the 
local laboratory. 

 
D17.   Date of HIV test reported in MM/DD/YYYY format   
 
D18. Ceruloplasmin result is normal or above.  Levels below normal will be monitored by the DCC, 

and do not make the patient ineligible unless the patient also has liver histology consistent with 
Wilson’s disease. 

 
D19. Alpha-1 antitrypsin is normal or above.  Levels below normal will be monitored by the DCC, 

and do not make the patient ineligible unless the patient also has liver histology consistent with 
Alpha-1 antitrypsin deficiency. 
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SECTION E: CIDI (COMPOSITE INTERNATIONAL DIAGNOSTIC INTERVIEW) 
 
A baseline lifetime psychiatric history is established by using the CIDI Auto 2.1 modules: 
DEMOGRAPHICS (A), ANXIETY (D), DEPRESSION (E), ALCOHOL (J), and DRUGS (L) in patients 
being screened for the HALT-C Trial. 
 
The CIDI Auto 2.1 should be completed at Screening Visit #1 with all patients.  Administer the CIDI 
Auto 2.1 lifetime computerized interview per training manual and Manual of Operations instructions.  
Print out a hard copy of diagnostic data from the file R[idnumber].SCS. 
 
E1. If the CIDI was administered, circle 1 and skip to question E2. 
 
E1a. If the CIDI was not administered, explain here (up to 40 characters allowed). 
 
E2. Enter the 7 digit CIDI ID CODE.  This ID CODE is made up of 0 plus 6-digit patient ID #.  Do 

not record the “r” that will appear when you print out the ID.  (e.g. r0123456) 
 
E3.    If the CIDI was self-administered by the PATIENT, circle 1.  

If an INTERVIEWER administered the CIDI, circle 2.  
 
E4. If the patient has any DSM-IV diagnoses printed on the hard copy of file R[idnumber].SCS, 

enter “Yes”, and continue with question E5.  If there were no diagnoses, skip to question F1. 
 
E5.    Enter the number of DSM-IV diagnoses printed on the hard copy of file R[idnumber].SCS  

! The table in this section provides important detailed information regarding the DSM-IV 
diagnoses generated from the CIDI.  All of the required information can be obtained from 
the file R[idnumber].SCS  

! Space is provided on the form to record up to 4 diagnoses.  If additional space is needed, 
attach another sheet. 

 
E5a.  DSM-IV 5 digit diagnostic code 

! If a listed code has only 4 digits add a zero to the right side of the decimal point.  (e.g. 
300.4 = Dysthymia would be entered as 300.40) 

       
E5b.  Number of diagnostic criteria met:  Enter one of the following single digit code numbers 
identifying what level of diagnostic criteria was met. 

0 = Indeterminate diagnosis 
1 = Criteria for diagnosis not met 
3 = Positive criteria for diagnosis are met but exclusion criteria for the trial are not met 
5 = All diagnostic criteria are fulfilled 

 
E5c.  DSM-IV diagnosis text:  Write, verbatim, the DSM-IV diagnosis given. 
 
E5d.  Onset code: Enter one of the following single-digit code numbers identifying the diagnosis 
onset.  Zero (0) is a possible value. 
 1 = within the last 2 weeks 
 2 = 2 weeks to less than 1 month ago 
 3 = 1 month to less than 6 months ago 
 4 = 6 months to less than 1 year ago 
 5 = in the last 12 month, don’t know when 
 6 = more than 1 year ago 
 
E5e.  Age of onset:  If Onset is coded, then enter the 2-digit age of onset.  If not coded, enter -9. 
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E5f.  Recency code:  Enter one of the following 1-digit recency codes, identifying the diagnosis 
recency. Zero (0) is a possible value. 
 1 = within the last 2 weeks 
 2 = 2 weeks to less than 1 month ago 
 3 = 1 month to less than 6 months ago 
 4 = 6 months to less than 1 year ago 
 5 = in the last 12 month, don’t know when 
 6 = more than 1 year ago 
   
E5g.  Age of recency:  If Recency is coded, then enter the 2-digit age of diagnosis recency.  If not 
coded, enter -9. 

 
SECTION F 
 
F1. Form #6: Baseline History has been completed. 
       
F2.    Form #41: Skinner has been completed. 
 
F3.    Form #40: Quality of Life has been completed. 
 
F4. Form #43: Symptoms has been completed. 
 
F5. Form #44: Beck Depression Inventory has been completed and evaluated by PI if score > 15. 
  
  
F6. If the patient has a history of severe or dose limiting neuropsychiatric toxicity during prior 

interferon treatment, source documentation must be available documenting that the patient 
has been referred to a consulting psychiatrist or psychologist, and that the patient is currently 
suitable for the HALT-C Trial.  Circle –1 if not applicable. 

 
F7. The patient has not attempted suicide or been hospitalized for depression within the past 5 

years and doesn’t  have a current (within 6 months) severe or poorly controlled psychiatric 
disorder. 

 
F8. The patient is willing to be assessed and followed by a mental health professional if s/he has 

had a recent (>6 mo and <5 years ago) severe or poorly controlled psychiatric disorder, or a 
suicide attempt or hospitalization for depression > 5 years ago.  Circle –1 if not applicable. 

 
F9. Form #70: Screening 1 Aliquot Form has been completed. 
 
F10. Form #71: Screening 2, Aliquot Form has been completed. 
 
F11.  Form #22: Ultrasound/MRI/CT has been completed. An ultrasound must be performed during 

Screening for patients who do not have a recent ultrasound report (within 6 months). 
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SECTION G: TRIAL INFORMED CONSENT 
 
G1.   Has the patient signed informed consent to enter the HALT-C Trial? 

! At your institution, trial informed consent may be a separate document, or may be 
combined with the screening consent. 

! Patients who refuse to sign the HALT-C Trial informed consent are not eligible to 
participate in the trial. 

 
G2. Did the patient sign Genetic Testing  - Consent for Testing? 

! At your institution, this may be a separate document or may be combined with other 
consents. 

! The patient may still be enrolled if they do not sign the consent for Genetic Testing. 
 
G3. Did the patient sign Genetic Testing - Consent for Information? 

! At your institution, this may be a separate document or may be combined with other 
consents. 

! The patient may still be enrolled if they do not sign the consent for Genetic Testing 
Information. 

 
SECTION H:  ANCILLARY STUDIES WITH SEPARATE CONSENT FORMS: 
 
General information on completing Section H   
For Express patients, one ancillary study (Quantitative Assessment of Liver Function) requires 
informed consent separate from the main HALT-C Trial consent.    
 
Answer the questions in this section about patient eligibility whether or not your site is 
participating in this ancillary study. 
 
H1. Answer YES for patients from participating sites (14, 15, 19) who fulfill eligibility criteria for the 

Quantitative Assessment of Liver Function Ancillary Study.  Eligibility criteria for this ancillary 
study are described in the Manual of Operations, Section K-6. 
! Answer NO for patients from participating sites who are ineligible. Skip to question H3. 
! Answer NO for patients from all other clinical sites.  Skip to question H3. 

 
H1a.    Answer YES if the patient has signed a consent form to participate in the Quantitative 

Assessment of Liver Function Ancillary Study.  
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HALT-C Trial Q x Q 

Randomization Checklist II 
Form # 99  Version A: 06/15/2000 

 
Purpose of Form #99:  This form is to be completed only for Express and Breakthrough/Relapser 
patients that are willing and eligible for randomization, and assigns these patients to either the 
treatment or control arm of the trial.  Once randomization status is assigned for a patient, 
randomization may not be repeated or undone.  
 
When to complete Form #99: The Randomization Checklist II (Form #99) should be completed and 
data entered prior to the Randomization (R00) visit.  
 
! For Express patients, Form #99 should be entered following completion and review of all 

screening visit results.  
 
! For Breakthrough/Relapsers, Form #99 should be entered following receipt of a second 

positive HCV RNA result and review of all randomization eligibility requirements. 
 
Results from the Central Pathology Biopsy Review (Form #51), HCV RNA results from the appropriate 
study visit (Form #31), ultrasound (Form #22) from the appropriate visit, CTP score (Form #15) from 
the appropriate study visits, and Local Lab and AFP results (Forms #30 and #34) are needed to 
complete the Randomization Checklist (Form #21).  
 
Form #51 (Central Review of Pathology) from the Screening visit and Form #31 (Central Lab) 
from the appropriate visit must be data entered in the HALT-C Data Management System 
(DMS) prior to entering Form #99. 
 
SECTION A: GENERAL INFORMATION  
 
A1. Affix the patient ID label in the space provided.   

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.  
 
A3. Enter the study visit at which this form will be entered. For Express patients this will be S00. 

For Breakthrough/Relapser patients the DMS will add Form 99 to the appropriate visit. 
 
A4. Record the date this form is completed using MM/DD/YYYY format.  
 
A5. Enter the initials of the person completing the form.  
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SECTION B: RANDOMIZATION CHECKLIST 
 
B1. Circle the Ishak fibrosis score range reported from the central reading of the liver biopsy 

submitted for the Screening visit (S00).  These results are sent in an email message from the 
DMS once they are data entered into the system. These results may also be reviewed in the 
DMS in Form #51, Central Pathology Biopsy Review. 

 
! Form #51 must be data entered in the DMS before entering Form #99.  There is a 

cross check in the DMS to validate completeness and accuracy of the data. 
 

B2a. Enter the total CTP score (question B6 on Form #15) from Screen visit 1 (Express patients) or 
the appropriate W20 Responder visit (Breakthrough/Relapser patients). 

 
B2b. Enter the total CTP score (question B6 on Form #15) from Screen visit 2 (Express patients) or 

the appropriate W20 Responder visit (Breakthrough/Relapser patients) 
 

! If both CTP scores are >= 7, the patient is not eligible for randomization. 
! If only one CTP score is >= 7, the patient is eligible for randomization. 
 

B3.  Circle the patient’s HCV RNA status, based on the central virology lab HCV RNA results from 
S00 (Express patients) or the appropriate W20 responder visits (Breakthrough/Relapser 
patients). These results should arrive in an email message from the DMS once they are data 
entered by the Central Virology Lab. These results may also be reviewed in the DMS on Form 
#31, Central Lab – HCV RNA. 

 
! Patients must be HCV RNA positive to be eligible for randomization. 

Breakthrough/Relapser patients need to have two positive HCV RNA results from two 
separate time points after W24 to be eligible for Randomization. 

 
! Form #31 must be data entered in the DMS before entering Form #99.  There is a 

crosscheck in the DMS to validate completeness and accuracy of the data. 
 
B4.  Enter the serum alpha-fetoprotein (AFP) level using the S00 visit (Express patients) or 

appropriate W20 responder visit (Breakthrough/Relapser patients) AFP results (Form #34). 
 

! AFP level must be less than or equal to 1000 ng/mL to be eligible for randomization. 
 
B5.  Circle YES or NO based on information from the S00 visit (Express patients) or appropriate 

W20 Responder visit (Breakthrough/Relapser patients) ultrasound results (Form #22). 
 

! For a patient to be eligible for randomization there must be no evidence of hepatocellular 
carcinoma (HCC) on ultrasound. 

 
B6.   Circle YES or NO based on the results of the S00 (Express patients) or appropriate W20 

Responder visit (Breakthrough/Relapser patients) local lab values (Form #30). 
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B7.  Circle YES or NO based on the answers to questions B1 through B6.  In order for the 
Express/Breakthrough/Relapser patient to be eligible for randomization, all of the following 
must be true: 

  
- One or both of the patient’s CTP scores must be less than 7, and  
- Central HCV RNA result(s) must be positive, and 
- The AFP result must be less than or equal to 1000 ng/ml, and 
- There must be no evidence of HCC on ultrasound. 
 

! If the Express/Breakthrough/Relapser patient is eligible for randomization, circle 1 for YES 
and continue to question B8.  

 
An Express/Breakthrough/Relapser patient is not eligible for randomization if any of the 
following is true: 
 

- Both of the patient’s CTP scores are 7 or higher, or  
- Central HCV RNA result(s) is negative, or 
- The AFP result is greater than 1000 ng/ml, or 
- There is evidence of HCC on ultrasound. 

 
! If the Express/Breakthrough/Relapser patient is not eligible for randomization, circle 2 for 

NO and the form is complete. DO NOT DATA ENTER THIS FORM IN THE DMS.  
 
If an Express patient is found to be ineligible or unwilling to be randomized, do not data enter 
this form. Please complete Form 5-Trial Ineligibility. 
 
If a Breakthrough/Relapser patient is found to be ineligible or are unwilling to be randomized, 
do not complete this form. The patient should continue to be followed according to the W20 
Responder protocol.  

 
B8. Circle 1 for YES if the Express/Breakthrough/Relapser patient is willing and appropriate for 

randomization.  Continue to Question B9. 
 

Circle 2 for NO if the Express/Breakthrough/Relapser patient is unwilling to be randomized or 
is inappropriate for randomization.  The form is complete. DO NOT DATA ENTER THIS FORM 
IN THE DMS. 
 

B9. When this form is data entered, Question B9 confirms that the patient should be randomized. If 
YES is data entered, the DMS will automatically randomize the patient to the “Treatment 
Group” or the “Control Group”.  
 
! Once the patient is randomized, visit windows will be set for the Randomization (R00) 

study visit. The R00 visit must be held within 2 weeks of data entry of Form 99. 
 

! The randomization status will always be visible in this patient’s record in the DMS. You will 
receive email notifying you of the patient’s status. Print out the email and file it in the 
patient’s research notebook. 
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HALT-C Trial Q x Q 

Histology Shipping Log 
Form #505  Version B: 08/08/2002 (Rev. 07/22/2004) 

 
Purpose of the Histology Shipping Log: The Histology Shipping Log documents that liver biopsy 
slides are being sent from a Clinical Center to the Data Coordinating Center (DCC) for the HALT-C 
Study.  Data entry of this form is done by the DCC to add the received slides to HALT-C shipping 
database and associate the biopsy with a dummy ID used to blind the slides.  The DMS uses this 
database to track all biopsy slides and compile future shipments from the DCC to AFIP. 
 
The progression of the Ishak fibrosis score as determined by a biopsy of the liver is one of the main 
outcomes of the HALT-C Trial.  Therefore, Month 24 and Month 48 liver biopsies are very important 
data for the HALT-C study. 
 

! Ten unstained slides should be sent to the DCC for blinding.  
! Slide boxes will be supplied to Study Coordinators for shipment of slides to the DCC. 
! The DCC will blind the unstained slides and forward them to AFIP. 
! AFIP will stain the slides in preparation for review by the Central Pathology Committee. 

 
Unstained biopsy slides should be collected for the following HALT-C patients: 
 

• Screening Phase:  All patients. 
 
• Randomized Phase: All patients at the Month 24 (M24) and Month 48 (M48) study visits.  

  
• Presumed or definite hepatocellular carcinoma (HCC) clinical outcomes:  The HALT-C 

Outcomes Review Board (ORB) reviews documentation on all presumed HCC or definite HCC 
events in study patients. If the ORB confirms that a randomized patient meets the outcome 
criteria for presumed HCC or definite HCC, liver biopsy or explant histology slides are 
requested for Central Pathology Review.  

 
When to complete the Histology Shipping Log: The Histology Shipping Log should be completed 
when a liver biopsy slide shipment is being prepared.  Please fax the Histology Shipping Log to the 
DCC.  Please enclose a copy of the Histology Shipping Log along with the slide shipment to the DCC.   
 
The Histology Shipping Log is not data entered at the clinical sites.   
 
SECTION A:  GENERAL INFORMATION 
 
A1. Enter the two-digit Clinical Site ID in the space provided.   The first two digits on your patients’ 

ID labels represent your Clinical Site ID.    
 
A2. Record the shipping date of the package in MM/DD/YYYY format. 
 
A3. Record the initials of the person completing the form.   
 
A2. Record the number of slide boxes in the package. 
   
A3.  Record the FedEx Tracking number if known. 
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SECTION B: To be completed at the Clinical Site 
 
Columns: 

a. Local Path ID: 
 

As of 09/30/2003: In order to comply with HIPAA regulations changes have been made in the 
way Histology Shipping Logs are completed. To assist with form completion, the Histology 
Shipping Log Version B Revision (dated 07/22/2004) has –9 printed in all rows of column (a).  
 
Do not write the Local Pathology ID of the biopsy in column (a) of the Histology 
Shipping Log.  
 

b. Record the patient ID number legibly in the space provided.    
 

c. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 

d. Record the date of the liver biopsy in MM/DD/YYYY format.  
 

e. Record the visit for which this biopsy is being reviewed. 
 

f. Record the total number of unstained slides available for shipment to AFIP.  Ten unstained 
slides should be sent to the DCC for blinding. 

 
g. If unstained slides are not available, Masson, H&E, and Iron stained slides should be sent to 

the DCC for blinding. Record the total number of stained slides available for shipment to AFIP.  
 

h. Record the Slide Box number. The DCC supplies slide boxes to be used for shipping. 
 

j. Record if the slides should be returned to your center after Central Pathology review is 
complete. If the answer is YES, circle 1. If the answer is NO, circle 2. 

 
PLEASE FAX THE COMPLETED HISTOLOGY SHIPPING LOG TO: 

DCC Main Fax Number, (617) 926-0144 
 

Labeling Slides 
! Each slide will be labeled at the clinical center with the Patient ID – written in pencil. 

 
Packing and Shipping Slides to the DCC 
! For each patient whose slides are in the shipment, complete the Histology Shipping Log 

and include a copy in the shipment.  This log enables the DCC to track slide shipments. 
! Pack slides in standard slide shipping boxes, which hold 25 or 100 slides.  These boxes 

are supplied by the DCC. 
! Use tissue paper, or something similar, inside the box, to prevent the slides from moving 

during shipment. 
! Wrap the slide box in bubble wrap, and pack in a shipping box. 
! Address the mailer to: 

 
HALT-C Trial - Data Manager 
NERI 
9 Galen Street 
Watertown, MA  02472 
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Columns (k), (l), (m) and SECTION C: To be completed at the DCC 

 
k. The DCC records the number of unstained slides received for shipment to AFIP. 

 
l. The DCC records the number of stained slides received for shipment to AFIP. 

 
m. The DCC records the unique dummy ID assigned to this biopsy. The dummy ID is a number 

from 1 – 5000 and is used to blind the biopsy slides before shipping to AFIP. 
 
C1. The DCC records the receipt date of the package in MM/DD/YYYY format. 
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HALT-C Trial Q x Q

Alternative Study Visit

Form #924 Version B: 10/10/2006

Purpose of Form #924: To collect data on any liver biopsies, endoscopies, clinical outcomes, and/or
serious adverse events that have occurred during a time when a patient missed two or more
randomized phase study visits. The form also collects data on the patient's use of interferon since the
last completed study visit.

When to complete Form #924: If a patient has missed two consecutive randomized visits, this form
must be completed along with Form # 24 (Missed Visit). Only questions B1 and B1a may be
completed with information collected from a third party (such as the patient's spouse or outside
physician). All other information must be collected during an in-person or telephone conversation with
the patient. This form is the only form to be completed at Month 66 for all those patients eligible. See
end of QxQ for special instructions for M66 visit.

Where to add Form #924: Add this form to the second of the two consecutive randomized visits. For
example, if the patient did not come for his Month 9 visit, and now has missed his M12 visit, add a
Form # 924 in the M12 visit. To add a form to a visit, click on the “Additional Forms” button at the 
bottom of the screen. Choose “#924: Alternative Study Visit” from the pull down menu, and then click 
the “OK” button. To see where this form has been added, please click on the “More” link in the upper 
right hand corner of the screen.

SECTION A: GENERAL INFORMATION

A1. Affix the patient ID label in the space provided.
 If the label is not available, record the ID number legibly.

A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form. 

A3. Enter the code corresponding to this visit.

A4. Record the contact date in MM/DD/YYYY format. If you are unable to reach the patient, for
whatever reason, record the date of the most recent day you tried to contact the patient.

A5. Enter the initials of the person completing the form.

A6. Date of last version of consent form signed in MM/DD/YYYY format.
 Each site needs to check with their IRB regarding collection of data from a patient who has

not signed the most recent consent form.
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SECTION B: POTENTIAL SERIOUS ADVERSE EVENTS, CLINICAL OUTCOMES, ULTRASOUND/
MRI/CT AND LIVER BIOPSIES AND ENDOSCOPIES

General Instructions for Section B: When a patient has missed two consecutive randomized phase
visits, the coordinator should try to complete this form with the patient. The purpose of this section is
to assess whether the patient has had any serious adverse events or clinical outcomes, any liver-
related imaging (such as Ultrasound, MRI, and CT), and any liver biopsies or endoscopies since the
last completed study visit or the last time a Form #924 was completed.

NOTE: If necessary, ask the patient to sign a medical record release form. You may need to mail the
medical record release form to the patient for signature and return.

B1. This question determines whether the coordinator was able to speak with the patient to collect
information for this form.

 If the answer is YES, circle “1”, and skip to question B2.
 If unable to speak with the patient, or unable to obtain any information for this form, the
answer is NO, circle “2”, and continue to question B1a.

B1a. Describe in one or two brief sentences why you were unable to obtain information. After
completing this question, skip to the end of the form and sign your name indicating that you
can verify the data you have collected on this form.

 Examples: ”Patient refused to talk”, “Left 3 phone messages, but patient never responded”, 
"Patient's spouse said that patient was too ill to speak with me".

B2. Record if the patient reports that he/she was hospitalized overnight for any reason since the
last completed Form #924 or in-person study visit.

 If the answer is YES, circle “1”. Complete an Adverse Event Form #60. Also, complete a 
Serious Adverse Event Form #61 or a Clinical Outcome Form #63.

 If the answer is NO, circle “2”.

B3. Record if the patient reports that he/she has had any liver-related imaging procedures such as
an Ultrasound, MRI, or CT scan since the last completed Form #924 or in-person study visit.

 If the answer is YES, circle “1”. Complete an Ultrasound/MRI/CT Form #22. If applicable, 
also complete a Serious Adverse Event Form (# 61) or a Clinical Outcome Form (#63).

 If the answer is NO, circle “2”.

B4. Record if the patient reports that he/she has had a liver biopsy since the last completed Form
#924 or in-person study visit.

 If the answer is YES, circle “1”. Complete a Clinical Center Biopsy Form #52. Obtain 
information so liver biopsy slides can be requested for review.

 If the answer is NO, circle “2”.

B5. Record if the patient reports that he/she has had an endoscopy since the last completed Form
#924 or in-person study visit.

 If the answer is YES, circle “1”. Complete an Endoscopy Form #23. Obtain information so 
endoscopy photos can be requested for review.

 If the answer is NO, circle “2”.
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B6. Record if the patient reports that he/she has any changes in her/his health that may be
considered a clinical outcome since the last completed Form #924 or in-person study visit. Use
the code box below that summarizes HALT-C Clinical Outcomes. Probe appropriately to
determine if the patient has experienced any new clinical outcomes.

 If the answer is YES, circle “1”. Complete a Clinical Outcome Form #63. Obtain information 
so required source documentation can be requested for review. Continue to question B7.

 If the answer is NO, circle “2”, and skip to Section C.

B7. Record if you are requesting source documentation to determine whether a reported event
meets the criteria of a HALT-C Clinical Outcome. By answering YES to this question, it will let
the DCC know that source documentation is on the way for a possible HALT-C Clinical
Outcome. See Section I of the MOO for a list of possible source documents.

 If you have requested source documentation, circle "1" for YES. Skip to Section C.
 If the answer is NO, circle “2” and continue to question B7a.

B7a. Describe in one or two brief sentences why you are not requesting source documentation on a
reported event that could be a HALT-C Clinical Outcome. For example, “Patient refused to 
sign medical record release form”, or “Patient does not know andcan't obtain the name of the
hospital in Bulgaria where the endoscopy was performed."

SECTION C: TRIAL MEDICATION(S)

General instructions for section C: The purpose of this section is to assess whether the patient has
taken any interferon since the last completed study visit or the last time a Form #924 was completed.
Collect information if the patient is taking Pegasys® provided by the HALT-C trial or is taking any type
of interferon prescribed outside of the HALT-C trial. See special instructions for Month 66 at end of
QxQ.

NOTE: Complete a Dose Adjustment Form #28 if Pegasys® provided by the HALT-C Trial has been
stopped for any reason since the last completed study visit or the last time a Form #924 was
completed.

C1. Record whether the patient reports currently taking any type of interferon. “Current” is defined 
as having injected interferon within the last 10 days. If the patient stopped taking interferon 11
days ago, then the answer is NO.

 If the answer is YES, circle “1”.
 If the answer is NO,circle “2”.Skip to the end of the form and sign your name indicating

that you can verify the data you have collected on this form.

Probe for information on these HALT-C Clinical Outcomes

Development of definite or presumed hepatocellular carcinoma
Variceal hemorrhage
Ascites
Bacterial peritonitis
Hepatic encephalopathy
Liver transplant
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C2. Record the dose of the current interferon the patient reports taking

 If the current dose is 90 mcg, circle “1”.
 Ifthe current dose is 180 mcg, circle “2”.
 If the current dose is something other than 90 mcg or 180 mcg, circle “99”. 

 Specify the current dose in mcg in the three-digit space provided.
 If the dose is not known, circle “99”, and write “unknown". Data enter"-8" in the DMS.

NOTE: It is important to know if a HALT-C physician prescribed the interferon for a patient in the
treatment group of HALT-C. It is also possible that a patient who is in the control group is receiving
peginterferon alfa 2-a from another physician outside of the trial.

C3. Record the type of interferon preparation the patient reports taking.

 If the patient is randomized to the treatment group and reports currently taking Pegasys®
prescribed by the HALT-C physician, circle “1”. Skip to the end of the form and sign your
name indicating that you can verify the data you have collected on this form.

 If the patient reports taking any type of interferon, including Pegasys®, prescribed by a
physician outside of the HALT-C Trial, circle “2”.

 If neither of the above answers is applicable, circle “99”
 Give a brief explanation. Example, “patient is in control group but was prescribed 

interferon by HALT-C physician”.

C4. Record the date when the patient first started taking interferon outside of the HALT-C trial
using MM/DD/YYYY format. If day is unknown, enter 15 for DD.

Signature of Interviewer: The signature of the interviewer is mandatory. This signature validates that
the interviewer has collected this data and this form can be used as a source document.

Form # 924 at Month 66: Section C: If the patient is currently on interferon at Month 66, the answer
to C3 would be “2” because the Pegasys® is no longer being prescribed for the treatment group of the
main trial. C4, the start date of interferon should match start date of interferon on form # 610 at Month
60, if applicable. Obviously one should disregard the reminder regarding completing the dose
adjustment form.
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HALT-C Trial Q x Q 

 Lost Drug Accountability 

Form # 926  Version A:  06/15/2000  

 
Purpose of Form #926: The Lost Drug Accountability form documents all lost/misplaced study 
medication (vials of peginterferon alfa-2a and lost/misplaced tablets of ribavirin) that were never 
returned to the coordinator/pharmacist by the patient.  
 
When to complete Form #926: This form should be completed each time the patient reports a 
lost/misplaced vial of peginterferon alfa-2a and lost/misplaced tablets of ribavirin.  
 
Where to add Form #926: This form is an addable form in the DMS and can be added at every visit 
except S00 and W00.  To add a form to a visit, click on the “Additional Forms” button at the bottom of 
the screen. Choose “#926: Lost Drug Accountability” from the pull down menu, and then click the “OK” 
button. To see where this form has been added, please click on the “More” link in the upper right hand 
corner of the screen. 
 
SECTION A: GENERAL INFORMATION   
 
A1. Affix the patient ID label in the space provided.    

! If the label is not available, record the ID number legibly.  
  
A2. Enter the patient’s initials exactly as recorded on the Trial ID Assignment form.   
 
A3. Enter the three-digit code corresponding to this visit. 
 
A4. Record the date of this visit (the date the lost drug was reported) in MM/DD/YYYY format.   
 
A5. Enter the initials of the person completing the form.   
   
SECTION B: LOST DRUG PEGASYS® 180 µg VIALS 
 
B1. Are there any Pegasys® 180 µg vials reported as lost? 

! If YES, circle 1. 
! If NO, circle 2 and skip to question C1. 

 
B2. Number of vials of Pegasys® 180 µg lost: 

! Record the number in the spaces provided. Record the total number, regardless of 
whether the vials were full or empty. 

 
B3.  Date reported as lost: 

! Record the month, day, and year the Pegasys® 180 µg vials were reported as lost in 
MM/DD/YYYY format.  If the day is not known, enter MM/YYYY. 
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SECTION C: LOST DRUG PEGASYS® 90 µg VIALS 
 
C1.   Are there any Pegasys® 90 µg vials reported as lost? 

! If YES, circle 1. 
! If NO, circle 2 and skip to question D1. 

 
C2.  Number of vials of Pegasys® 90 µg lost: 

! Record the number in the spaces provided. Record the total number, regardless of 
whether the vials were full or empty. 

 
C3.  Date reported as lost: 

! Record the month, day, and year the Pegasys® 90 µg vials were reported as lost in 
MM/DD/YYYY. If the day is not known, enter MM/YYYY. 

 
SECTION D: LOST RIBAVIRIN TABLETS 
 
D1.   Are there any ribavirin tablets reported as lost? 

! If YES, circle 1. 
! If NO, circle 2 and the form is complete. 

 
D2.  Number of ribavirin tablets lost: 

! Remember that there are 180 tablets in a bottle. 
! Record the number in the spaces provided. If the patient does not know how many tablets 

were in the bottle, record the bottle as full (180). 
 
D3.  Date reported as lost: 

! Record the month, day, and year the ribavirin tablets were reported as lost in 
MM/DD/YYYY format. If the day is not known, enter MM/YYYY. 

 


	Form001_QxQ_TrialID_VersB
	HALT-C Trial Q x Q
	Trial ID Assignment
	Form # 1 Version B: 02/05/2001

	SECTION A: GENERAL INFORMATION
	
	
	SECTION B: PATIENT ID INFORMATION
	B0b.Record the patient’s previous initials, exact


	SECTION C: MOST RECENT ADEQUATE COURSE OF TREATMENT WITH INTERFERON
	
	
	LEAD-IN PATIENTS
	EXPRESS PATIENTS






	Form002_QxQ_TrialConsent_VersA
	HALT-C Trial Q x Q
	Trial Consent
	Form # 2 Version A: 11/01/2003

	SECTION A: GENERAL INFORMATION
	SECTION B: MAIN TRIAL INFORMED CONSENT

	Form003_QxQ_ScreenMedHx_VersBRev1
	HALT-C Trial Q x Q
	Screening Medical History Interview
	Form # 3 Version B: 12/03/2001 (Revised 02/14/2002)

	SECTION A: GENERAL INFORMATION
	
	
	SECTION C:  CONTRACEPTIVE USE
	SECTION F:  FOR STUDY COORDINATOR OR PRINCIPAL INVESTIGATOR USE




	Form004_QxQ_ScreenChecklist_VersB
	HALT-C Trial Q x Q
	Screening Checklist
	Form # 4 Version B: 12/03/2001

	SECTION A: GENERAL INFORMATION
	SECTION B
	SECTION C

	Form005_QxQ_TrialIneligibility_VersB
	HALT-C Trial Q x Q
	Trial Ineligibility
	Form # 5 Version B: 12/03/2001

	SECTION A: GENERAL INFORMATION
	
	SECTION B: REASON FOR TRIAL INELIGIBILITY
	This section contains a series of reasons used to
	B1-B4:Record up to four codes corresponding to re
	Codes




	Form006_QxQ_BaselineHx_VersB
	HALT-C Trial Q x Q
	Baseline History
	Form # 6 Version B: 08/20/2001

	SECTION A: GENERAL INFORMATION
	
	
	SECTION B: HEPATITIS C RISK FACTORS

	SECTION C: INVESTIGATOR’S ASSESSMENT OF ACQUISITI
	SECTION D: PRIOR TREATMENT WITH INTERFERON (CHART ABSTRACTION)



	Form007_QxQ_BaselineMeds_VersB
	Form008_QxQ_BaselineDate_VersA
	HALT-C Trial Q x Q
	Baseline Visit Date
	Form # 8 Version A: 06/15/2000

	SECTION A: GENERAL INFORMATION
	SECTION B:  OFFICIAL DATE OF ENTRY INTO THE HALT-C TRIAL

	Form009_QxQ_GeneticConsentChange_VersA
	HALT-C Trial Q x Q
	Genetic Consent Status Change Form
	Form # 9 Version A: 09/20/2004

	SECTION A: GENERAL INFORMATION
	SECTION B: CONSENT FOR GENETIC TESTING AND INFORMATION

	Form010_QxQ_StudyVisit_VersB
	HALT-C Trial Q x Q
	Study Visit
	Form # 10  Version B: 10/01/2001

	SECTION A: GENERAL INFORMATION

	Form011_QxQ_PhysExam_VersARev2.pdf
	HALT-C Trial Q x Q
	Physical Exam
	Form # 11  Version A: 06/15/2000  (Rev. 03/20/2002)

	SECTION A: GENERAL INFORMATION

	Form012_QxQ_MedicationInterview_VersB
	Form014_QxQ_SpecCollect_VersB
	HALT-C Trial Q x Q
	Specimen Collection
	Form # 14 Version B: 03/19/2001

	SECTION A: GENERAL INFORMATION
	
	The last priority is to embed any remaining liver tissue (preferably 4 mm) into Tissue-Tek OCT prior to freezing in liquid nitrogen.
	SECTION B: LIVER TISSUE SPECIMENS
	Column c:  How Collected / Handled




	Form015_QxQ_CTPScore_VersA
	HALT-C Trial Q X Q
	CTP Score
	Form # 15 Version A: 06/15/2000

	SECTION A: GENERAL INFORMATION
	Child-Turcotte-Pugh Score for Grading Severity of Liver Disease


	Form016_QxQ_ClinicalConditions_VersA
	HALT-C Trial Q x Q
	Clinical Conditions at End of Study
	Form # 16  Version A: 12/17/2004

	SECTION A: GENERAL INFORMATION

	Form019_QxQ_PegIFNEarlyTerm_VersA
	HALT-C Trial Q x Q
	Early Termination of  Peginterferon alfa-2a Treatment
	Form # 19  Version A: 06/15/2000

	SECTION A: GENERAL INFORMATION
	
	SECTION B:   EARLY TERMINATION OF PEGINTERFERON ALFA-2A



	Form021_QxQRandomCklist_VersB
	HALT-C Trial Q x Q
	Randomization Checklist
	Form # 21  Version B: 03/19/2001

	SECTION A: GENERAL INFORMATION

	Form022_QxQ_Ultrasound_VersB
	HALT-C Trial QxQ
	Ultrasound, MRI, CT
	Form # 22 Q x Q   Version B: 09/10/2001

	SECTION A: GENERAL INFORMATION

	Form023_QxQ_Endoscopy_VersARev1
	HALT-C Trial Q x Q
	Endoscopy
	Form # 23   Version A: 06/15/2000 (Rev. 12/21/2000)

	SECTION A: GENERAL INFORMATION
	
	
	SECTION C:  VARICES




	Form024_QxQ_MissedVisit_VersARev1
	HALT-C Trial Q x Q
	Missed Visit
	Form # 24  Version A: 6/15/2000  (Rev. 07/14/2004)

	SECTION A: GENERAL INFORMATION
	
	SECTION B:  MISSED VISIT INFORMATION
	Missed Visit Codes




	Form025_QxQ_TrialEarlyTerm_VersARev1
	HALT-C Trial Q x Q
	Early Termination from Trial
	Form # 25  Version A: 6/15/2000 (Rev. 12/04/2000)

	SECTION A: GENERAL INFORMATION
	
	SECTION B:  EARLY TERMINATION FROM TRIAL INFORMATION



	Form026_QxQ_PegAccountLog_VersA
	HALT-C Trial Q x Q
	
	Peginterferon alfa-2a Accountability Log

	Form # 26  Version A: 06/15/2000

	SECTION A: GENERAL INFORMATION
	
	
	
	SECTION B:  PEGINTERFERON ALFA-2a DISPENSED AND RETURNED





	Form027_QxQ_RibAccountLog_VersA
	HALT-C Trial Q x Q
	
	Ribavirin Accountability Log

	Form # 27  Version A:  06/15/2000

	SECTION A: GENERAL INFORMATION
	
	
	
	SECTION B:  RIBAVIRIN DISPENSED AND RETURNED





	Form028_QxQ_PegDoseAdjust_VersB
	Form029_QxQ_RibDoseAdjust_VersB
	Form030_QxQ_LocalLab_VersC
	Form034_QxQ_AFP_VersB
	HALT-C Trial Q x Q
	Local AFP
	Form # 34 Version B: 08/20/2001

	SECTION A: GENERAL INFORMATION
	SECTION B: AFP RESULT

	Form035_QxQ_Screen2Lab_VersB
	HALT-C Trial Q x Q
	Screening Visit 2 Local Lab
	Form # 35 Version B: 12/03/2001

	SECTION A: GENERAL INFORMATION
	SECTION B: LIVER CHEMISTRIES
	SECTION C. SCREENING TSH
	SECTION D: URINALYSIS BY DIPSTICK
	
	SECTION E: PREGNANCY TESTING
	SECTION F: PROTHROMBIN TIME




	Form036_QxQ_RepeatAFP_VersB
	HALT-C Trial Q x Q
	Repeat AFP
	Form # 36 Version B: 08/20/2001

	SECTION A: GENERAL INFORMATION
	SECTION B: AFP RESULT

	Form038_QxQ_ExpressPreTxLabs_VersA
	HALT-C Trial Q x Q
	Pre-treatment Express Blood Work
	Form # 38 Version A: 06/15/2000

	SECTION A: GENERAL INFORMATION
	SECTION B: COMPLETE BLOOD COUNT
	SECTION C: SERUM CHEMISTRIES
	SECTION D: LIVER CHEMISTRIES
	
	SECTION E: PROTHROMBIN TIME



	Form039_QxQ_HIVTestResult_VersA
	HALT-C Trial Q x Q
	HIV Test Result
	Form # 39 Version A: 04/01/2004

	SECTION A: GENERAL INFORMATION
	SECTION B: HIV TEST RESULT

	Form040_QxQ_QOL_VersARev1
	HALT-C Trial
	Quality Of Life
	Form # 40  Q x Q   Version A:  06/15/2000 (Rev. 03/07/2001)

	SECTION A: GENERAL INFORMATION
	
	SECTION B:  QUALITY OF LIFE



	Form041_QxQ_SkinnerAlcohol_VersB
	HALT-C Trial Q x Q
	Skinner
	Form # 41 Version B: 01/02/2001

	SECTION A: GENERAL INFORMATION

	Form042_QxQ_AlcoholUse_VersARev1
	HALT-C Trial
	Alcohol Use Questionnaire
	Form # 42  QxQ   Version A:  06/15/2000 (Rev. 10/17/2002)

	SECTION A:  GENERAL INFORMATION

	Form043_QxQ_Symptoms_English_VersA
	HALT-C Trial
	Symptoms Form
	Form # 43  QxQ   Version A:  06/15/2000

	SECTION A:  GENERAL INFORMATION

	Form044_QxQ_BDI-II
	HALT-C Trial
	Beck Depression Inventory-II
	Form # 44  Q x Q   BDI-II  © 1996

	Purpose of Form #44: To detect depression in study participants using a brief, self-administered instrument.
	SECTION A: GENERAL INFORMATION
	The Beck Depression Inventory-II is a copyrighted form, and therefore, does not have the same format as the other HALT-C forms. It is important that before you give the patient this form to fill out, that you write in the information needed below (Patie

	Form045_QxQ_LifeEvents_VersBRev1
	Form050_QxQ_ScreeningBiopsy_VersC
	Form052_QxQ_ClinCtrBiopsy_VersARev2
	HALT-C Trial Q x Q
	Clinical Center Biopsy
	Form # 52 Q x Q   Version A: 06/15/2000  (Rev. 07/20/2004)

	SECTION A:  GENERAL INFORMATION

	Form053_QxQ_Morphometry_VersA
	Form060_QxQ_AdversEvent_VersA
	HALT-C Trial Q x Q
	Adverse Event Report
	Form #60 Version A: 06/15/2000

	SECTION A:
	
	SECTION B:  ADVERSE EVENT INFORMATION



	Form061_QxQ_SAE_VersBRev1
	HALT-C Trial Q x Q
	Serious Adverse Event Report
	Form #61 Version B: 08/20/2001 (Revised 03/05/2003)
	
	
	
	
	
	SECTION A: GENERAL INFORMATION





	SECTION B: PERSONAL DATA (Not to be data entered)
	
	
	SECTION C: SERIOUS ADVERSE EVENT






	Form063_QxQ_ClinOutcome_VersB
	HALT-C Trial Q x Q
	Clinical Outcome
	Form #  63  Version B: 10/01/2002

	Purpose of Form #63: This form is used to document the occurrence of primary clinical outcomes, outcomes requiring permanent cessation of Trial medication, and presumed hepatocellular carcinoma.
	SECTION A: GENERAL INFORMATION
	
	SECTION C:  SOURCE DOCUMENTS
	
	
	UNOS STATUS 2B CRITERIA





	PROTOCOL DEFINITION

	Form064_QxQ_DeathReport_VersARev2
	HALT-C Trial Q x Q
	Death Report
	Form # 64  Version A: 06/15/2000 (Rev. 11/17/2000)

	Purpose of Form #64:  The Death Report documents the death of a patient enrolled in the HALT-C trial.
	SECTION A:  GENERAL INFORMATION:
	
	SECTION C



	Form065_QxQ_OutcomeReview_VersC
	HALT-C Trial Q X Q
	Clinical Outcome Review
	Form # 65  Version C: 10/15/2003

	Purpose of Form #65: This form is used to document the evaluation of reported primary clinical outcomes, secondary clinical outcomes requiring permanent cessation of Trial medication, or presumed hepatocellular carcinoma.  Reported events are evaluated b
	REVIEWER RESPONSES.
	Section F is Reviewer 1; Section G is Reviewer 2; Section H is Reviewer 3 (Tiebreaker)

	Form066_QxQ_HCCDiagnosis_VersA
	HALT-C Trial Q X Q
	HCC Diagnosis
	Form # 66  Version A: 11/01/2003

	Purpose of Form #66: The HCC Diagnosis Form records the diagnosis of HCC and the characteristics of the tumor.
	SECTION A: GENERAL INFORMATION
	
	SECTION B: DIAGNOSIS



	Form067_QxQ_TransplantInfo_VersB
	HALT-C Trial Q x Q
	Liver Transplant Date
	Form # 67 Version B: 11/01/2003

	SECTION A: GENERAL INFORMATION
	SECTION B:  DATE OF TRANSPLANT

	Form068_QxQ_PregReport_VersA
	HALT-C Trial Q x Q
	Pregnancy Report
	Form # 68 Version A: 06/15/2000

	SECTION A: GENERAL INFORMATION
	
	SECTION C: PEGINTERFERON ALFA-2A
	SECTION D: RIBAVIRIN
	SECTION E:  SUMMARY INFORMATION ABOUT PREGNANCY



	Form070_QxQ_Screen1Aliquot_VersB
	HALT-C Trial
	Screening Visit 1 Aliquot Form
	Form # 70 Q x Q     Version B: 08/20/2001

	Purpose of Form #70: The Screening Visit 1 Aliquot form should be used to record specimens collected at the first Screening Phase visit that will be sent to the Central Repository (BBI).  Specimens that will be tested at local labs are not recorded on 
	Data entry of Form #70 adds specimens to the HALT-C shipping database.  The DMS uses this database to track all specimens and compile future shipments from the clinical centers to the central repository and to track what specimens should be in the freeze
	SECTION A: GENERAL INFORMATION
	
	
	
	SECTION B: SAMPLE ID


	SECTION C: SPECIMEN INFORMATION



	Form071_QxQ_Screen2Aliquot_VersB
	HALT-C Trial
	Screening Visit 2 Aliquot Form
	Form # 71  Q x Q     Version B: 08/20/2001

	Purpose of Form #71: The Screening Visit 2 Aliquot form should be used to record specimens collected at the second Screening phase visit that will be sent to the Central Repository (BBI).  Specimens that will be tested at local labs are not recorded on
	Data entry of Form #71 adds specimens to the HALT-C shipping database.  The DMS uses this database to track all specimens and compile future shipments from the clinical centers to the central repository and to track what specimens should be in the freeze
	SECTION A: GENERAL INFORMATION
	
	
	
	SECTION B: SAMPLE ID


	SECTION C: SPECIMEN INFORMATION
	SECTION D: LIVER TISSUE




	Form072_QxQ_LeadInAliquot_VersB
	HALT-C Trial
	Lead in Phase Aliquot Form
	Form # 72  Q x Q     Version B: 08/20/2001

	Purpose of Form #72: The Lead in Phase Aliquot form should be used to record specimens collected for a Lead-In Phase visit that will be sent to the Central Repository (BBI).  Specimens that will be tested at local labs are not recorded on this form.
	Data entry of Form #72 adds specimens to the HALT-C shipping database.  The DMS uses this database to track all specimens and compile future shipments from the clinical centers to the central repository and to track what specimens should be in the freeze
	SECTION A: GENERAL INFORMATION
	
	
	
	SECTION B: SAMPLE ID


	SECTION C: SPECIMEN INFORMATION



	Form073_QxQ_RandomizedAliquot_VersC
	HALT-C Trial Q x Q
	Randomized Phase Aliquot Form
	Form # 73 Version C: 06/15/2004

	Purpose of Form #73: The Randomized Phase Aliquot form is used to record specimens collected for a randomized phase visit that will be sent to the Central Repository (BBI).  Specimens that will be tested at local labs are not recorded on this form.
	Data entry of Form #73 adds specimens to the HALT-C shipping database.  The DMS uses this database to track all specimens and compile future shipments from the clinical centers to the central repository and to track what specimens should be in the freeze
	SECTION A: GENERAL INFORMATION
	
	
	
	SECTION B: SAMPLE ID


	SECTION C: SPECIMEN INFORMATION
	SECTION D: LIVER TISSUE




	Form074_QxQ_W20Aliquot_VersB
	HALT-C Trial
	Week 20 Responder Aliquot Form
	Form # 74  Q x Q     Version B: 08/20/2001

	Purpose of Form #74: The Week 20 Responder Aliquot form should be used to record specimens collected for a Responder Phase visit that will be sent to the Central Repository (BBI).  Specimens that will be tested at local labs are not recorded on this fo
	Data entry of Form #74 adds specimens to the HALT-C shipping database.  The DMS uses this database to track all specimens and compile future shipments from the clinical centers to the central repository and to track what specimens should be in the freeze
	SECTION A: GENERAL INFORMATION
	
	
	
	SECTION B: SAMPLE ID


	SECTION C: SPECIMEN INFORMATION



	Form075_QxQ_RepeatAFP_VersA.pdf
	Form076_QxQ_HCVRNAAliquot_VersA
	HALT-C Trial
	Repeat HCV RNA Aliquot Form
	Form # 76  Q x Q     Version A: 06/15/2000

	Purpose of Form #76: The Repeat HCV RNA Aliquot form should be used to record specimens collected for a repeat HCV RNA test that will be sent to the Central Repository (BBI).  Specimens that will be tested at local labs are not recorded on this form.
	Data entry of Form #76 adds specimens to the HALT-C shipping database.  The DMS uses this database to track all specimens and compile future shipments from the clinical centers to the central repository and to track what specimens should be in the freeze
	SECTION A: GENERAL INFORMATION
	
	
	
	SECTION B: SAMPLE ID


	SECTION C: SPECIMEN INFORMATION



	Form077_QxQ_R00VisitAliquot_VersA
	HALT-C Trial
	R00 Visit Aliquot Form
	Form # 77  Q x Q     Version A: 06/15/2000

	Purpose of Form #77: The R00 Visit Aliquot form should be used to record specimens collected for a R00 visit that will be sent to the Central Repository (BBI).  Specimens that will be tested at local labs are not recorded on this form.
	Data entry of Form #77 adds specimens to the HALT-C shipping database.  The DMS uses this database to track all specimens and compile future shipments from the clinical centers to the central repository and to track what specimens should be in the freeze
	SECTION A: GENERAL INFORMATION
	
	
	
	SECTION B: SAMPLE ID


	SECTION C: SPECIMEN INFORMATION



	Form094_QxQ_ExpressScreenCklist_VersARev1
	HALT-C Trial Q x Q
	Express Screening Checklist
	Form # 94 Version A: 06/15/2000 (Rev. 02/11/2002)

	SECTION A: GENERAL INFORMATION
	SECTION B
	SECTION C

	Form099_QxQ_RandomCklist_VersA
	HALT-C Trial Q x Q
	Randomization Checklist II
	Form # 99  Version A: 06/15/2000

	SECTION A: GENERAL INFORMATION

	Form505_QxQ_HistologyShipLog_VersBRev1
	Histology Shipping Log
	SECTION A:  GENERAL INFORMATION

	SECTION B: To be completed at the Clinical Site
	
	Labeling Slides
	Packing and Shipping Slides to the DCC


	Columns (k), (l), (m) and SECTION C: To be completed at the DCC

	Form924_QxQ_AlternativeVisit_VersB
	Form926_QxQ_LostDrugAccount_VersA
	HALT-C Trial Q x Q
	
	Lost Drug Accountability

	Form # 926  Version A:  06/15/2000

	SECTION A: GENERAL INFORMATION
	
	
	
	SECTION B: LOST DRUG PEGASYS® 180 \(g VIALS






	DisclaimerBox0: Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail niddk-cr@imsweb.com. Include the Web site and filename in your message.


