
2020年 GW 和訳・英訳の練習用の課題文 

 

○翻訳に際しては Google、ライフサイエンス辞書、イートモ等を活用してください。 

○なりた医学翻訳事務所は訳文の添削や評価は一切行いません。また、課題文について

の問い合わせは一切受け付けません。 

 

A-1a 以下の英文を和訳してください。 

Neurological Effects 

Pharmacology studies were performed to determine pharmacologic effects 

of Drug A that may result in possible adverse reactions. An Irwin dose-

range study was conducted in normal, male ICR C-1 mice which showed 

they could tolerate doses up to 8 mg/kg. At 1 and 4 mg/kg there was no 

apparent pharmacological effect in mice. At 8 mg/kg, the mice exhibited 

decreased motor activity, decreased body tone, decreased respiration, and 

an increase in sedation. These effects were reversible within 60 minutes of 

drug administration. Another study showed that Drug A produced an 

analgesic effect in the mouse writhing test (evaluated at one time point, 25 

minutes after drug administration) at 4 and 8 mg/kg, but not at 1 mg/kg. 

There was no analgesic effect at any dose, however, when Drug A was tested 

in the mouse tail clip model. 

 

Drug A was evaluated for other central nervous system effects and was 

shown to have no effect on hexobarbital-induced sleep time in the mouse. 

Drug A appeared to exert a dose-related anticonvulsant effect in mice as 

determined by the electroshock test, but this effect was most likely due to 

the vehicle. Studies performed in the rat showed that Drug A did not have 

an antipyretic effect even at 8 mg/kg. Drug A had no effect on smooth muscle 

contractions induced by histamine, 5-HT, or barium chloride in the guinea 

pig ileum. It inhibited acetylcholine-induced contractions at 10.0 μg/mL, but 

not at 1.0 μg/mL. Tests performed in the cat showed that effects of Drug A 

on the autonomic nervous system were minimal. These effects occurred only 

at drug doses above those expected to be used clinically. Results from this 

series of tests indicate that Drug A’s effects on the central nervous system 

and on the autonomic nervous system are minimal and not likely to occur 

in humans at clinical doses. 

 



 

A-1b 以下の英文を和訳してください。 

Cardiovascular, Respiratory, Gastrointestinal, Genitourinary and 

Musculoskeletal Effects 

There were minimal to no cardiovascular or respiratory effects of Drug A 

when evaluated in the conscious dog at doses up to 8 mg/kg. At 8 mg/kg, 

there were transient cardiovascular and respiratory effects most likely due 

to the vehicle. Also, there were no gastrointestinal effects observed in the 

charcoal propulsion test performed in mice at doses up to 4 mg/kg. A renal 

function test in rats demonstrated that there was no apparent effect on 

urinary output or creatinine clearance following administration. 

Musculoskeletal effects of Drug A were evaluated in mice where doses of 1 

and 4 mg/kg were administered without effect, but 8 mg/kg, as well as the 

vehicle produced a decrease in locomotor activity. 

 

Cutaneous Effects 

It has been reported in the literature that residual drug of this type in the 

skin may be activated by light exposure and may produce mild to severe 

cutaneous effects. The hairless mouse was used to determine skin responses 

following activation of Drug A by exposure to solar simulator light. Light 

exposure occurred twenty-four hours after drug administration and 

resulted in three of four animals with a burn at a 1 mg/kg dose and one of 

four animals at a 2 mg/kg dose. These effects were generally mild and did 

not produce lasting effects. 

 

Interactions with Chemotherapeutics or Other Drugs 

Drug A may possibly be used clinically in conjunction with 

chemotherapeutic agents. The possible interaction was evaluated when 

Drug A was used in the Sprague-Dawley rat in combination with navelbine, 

or in combination with 5-fluorouracil (5-FU) and L-leucovorin (LV). Drug A 

used in conjunction with 5-FU with or without LV resulted in a slight 

increase in skin responses. It is believed that these chemotherapeutic drugs 

can be safely administered concurrently. 

 

Administration of Drug A to anesthetized swine has resulted in some of the 

animals experiencing an apparently immune mediated response. The 



animals were anesthetized using ketamine supplemented with either 

acepromazine or xylazine, followed by intravenous infusion of Drug A. 

Following administration of Drug A, some animals displayed erythema 

radiating from the injection site. In some cases this was followed by 

respiratory distress in varying degrees. These signs disappeared with 

diphenhydramine or methylprednisolone. 

 

  



A-2 以下の英文を和訳してください。 

Acute toxicity studies were performed to evaluate the potential toxic effects 

of both Drug A and the vehicle used for drug administration. In all of the 

acute toxicity studies, unless otherwise defined, standard fluorescent 

laboratory lighting conditions were maintained. 

 

Doses of Drug A up to 40 mg/kg were administered to male and female mice, 

a dose more than 30 times to be given to humans. Signs of acute toxicity 

including ataxia, decreased spontaneous motor activity, and a decrease in 

the respiration rate were reported after a dose of 8 mg/kg.  These effects 

were observed for up to 90 minutes after drug administration. The same 

signs also appeared in both male and female mice injected only with the 

vehicle at the same volume, indicating that these effects were most likely 

due to the vehicle rather than Drug A. Doses of 1 or 4 mg/kg did not elicit 

any adverse clinical signs such as ataxia or loss of righting reflex in mice 

and there was no notable difference between the effects in male and female 

mice. 

 

Acute toxicity studies in male and female rats showed findings similar to 

the observations recorded in the mouse. Some female rats administered 4 

mg/kg showed signs of ataxia and hypoactivity, suggesting that the female 

rats were possibly more sensitive to the drug. Some of the animals treated 

at 8 mg/kg had obvious green coloration of tissues that was believed to be 

Drug A. 

 

The third animal species used to evaluate acute effects of Drug A was the 

Beagle dog. Male dogs were used in an initial dose range finding study to 

approximate the dose and rate of drug infusion to be used in the main 

study. In the main study, male and female Beagle dogs administered 1 or 4 

mg/kg as a single dose showed no toxic effects. Dogs administered higher 

doses were hypoactive and showed signs of sedation. About half the dogs 

in each group showed hematology results indicating anemia, but values 

had returned to normal by the end of the thirty-day observation period. 

Histopathology showed no signs of tissue lesions. All signs of toxicity, both 

clinical signs and changes in the hematology and biochemistry values, 

were reversed following the thirty-day recovery period. 



 

  



A-4 以下の英文を和訳してください。 

In the developmental toxicity study in the rat, Drug A at doses of 1, 5, and 

10 mg/kg/day administered Day 6 through Day 17 of gestation, did not affect 

uterine or litter parameters or survival of pregnant dams. At doses of 1 and 

5 mg/kg/day there were no fetal alterations that were considered to be the 

result of the test article. At a dose of 10 mg/kg/day the fetal incidence of 

cervical rib present at the 7th cervical vertebra and bifid centrum of the 

thoracic vertebra was significantly increased. There were a few fetal gross 

and visceral observations reported for individual animals in various dose 

groups, but there appeared to be no dose-response relationship in these 

findings. Aside from the observation of cervical vertebra and bifid centrum 

in the 10 mg/kg/day group, all other skeletal malformations or variations in 

the fetuses were considered to be unrelated to the test article. Therefore, 

the 5 mg/kg/day is considered to be a no-effect dose for both maternal and 

fetal effects. 

 

In the developmental toxicity study in the rabbit, three does died and one 

was moribund sacrificed in the 10 mg/kg/day group. These deaths were 

considered an effect of the 10 mg/kg/day dose of Drug A.  The vehicle group 

had a transient decrease in motor activity and impairment in the righting 

reflex. A decrease in maternal body weight and food consumption occurred 

in the vehicle, 5, and 10 mg/kg/day groups. Drug A administered at 10 

mg/kg/day caused an increase in resorptions and a decrease in viable 

fetuses and normal placentae compared to the vehicle control group. No 

Caesarian-sectioning or litter parameters were adversely affected by 

administration of the test article at doses as high as 10 mg/kg/day.  

Administration of the vehicle alone caused an increase in incidences of fetal 

alterations.  Alterations in the 10 mg/kg/day group included: increased 

unilateral ossification of the centrum of the cervical vertebrae, bifid 

centrum of thoracic vertebrae, bifid caudal vertebrae, and fused sternal 

centra. 

 

  



A-5 以下の英文を和訳してください。 

Mutagenicity Studies 

 

A series of mutagenicity studies were performed in order to evaluate the 

mutagenic potential of DRUG A.  Drug A tested in the Salmonella-

Escherichia coli reverse mutation (Ames) test in the presence and absence 

of solar simulator light showed negative results indicating that the drug 

and possible photodegradation products were not mutagenic in this test.  

These studies were also performed in the presence and absence of metabolic 

activation to evaluate the mutagenic potential of DRUG A metabolic 

products.  Results from the nonmammalian cell studies demonstrated that 

DRUG A and its metabolic or photodegradation products were 

nonmutagenic under the conditions of these tests. 

 

In vitro genotoxicity of DRUG A in mammalian cell test systems has also 

been evaluated.  The potential for DRUG A to induce chromosomal 

aberrations in Chinese hamster ovary (CHO) cells was assessed with and 

without metabolic activation.  No significant increase in chromosomal 

aberrations was observed in the tests without metabolic activation.  

However, one test with metabolic activation did show an increase in 

chromosomal aberrations so the test was repeated.  In the repeat study, it 

was found that the increase in chromosomal aberrations was influenced by 

the protein concentration because, as the protein level in the media 

increased, the level of chromosomal aberrations decreased.  In the Chinese 

hamster HGPRT forward mutation test, DRUG A produced no significant 

increase in mutation frequency in either the nonactivation or the metabolic 

activation tests and, therefore, did not induce forward mutations at the 

HGPRT locus and was considered nonmutagenic in this test. 

 

To further evaluate the clastogenic potential of DRUG A a mammalian 

erythrocyte micronucleus test was performed in male and female rats.  

This in vivo assay system detects damage induced to chromosomes or the 

mitotic apparatus of erythroblasts by a test article.  DRUG A or the vehicle 

did not induce a significant increase in the incidence of micronucleated 

polychromatic erythrocytes in the bone marrow and were, therefore, 

considered negative in this test. 



 

 

  



B-1 以下の英文を和訳してください。 

Presentation of Case 

 

A 30-year old woman was admitted to the hospital at 27 weeks’ gestation 

because of increasing hypertension and proteinuria. 

 

The patient had been well until 10 years earlier, when polyarthritis 

developed. Nine years before admission, the patient’s right first toe became 

painful and cyanotic. The results of laboratory tests performed at that time 

and subsequently are shown in Table 1. A percutaneous angiographic 

examination showed thromboemboli in the right peroneal and anterior 

tibial arteries. No embolic source was discovered, although the patient had 

taken a combination of levonorgestrel and ethynyl estradiol until an 

unknown point in time before the onset of symptoms. She took warfarin for 

the next six months, and there was no further evidence of 

thromboembolism. 

 

Eight years before admission, the patient was evaluated elsewhere for a 

febrile illness. The prothrombin and partial thromboplastin times were 

normal. Hypertension and active renal disease developed, and she took 

enalapril for a year. Seven years before admission, she was hospitalized 

because of symptoms of systemic lupus erythematosus. A percutaneous 

renal biopsy showed glomerulonephritis with diffuse mesangial expansion 

and proliferation and subendothelial and mesangial electron-dense 

deposits, findings consistent with a diagnosis of systemic lupus 

erythematosus. The disease responded to treatment with azathioprine and 

prednisone. Six years before admission, all medications were discontinued. 

Thereafter, the patient was well, with normal urine and normal renal 

function. 

 

One year before admission, the patient had a spontaneous abortion during 

the 12th week of gestation.  Six months before admission, she again 

became pregnant and was followed closely.  At 17 weeks of gestation, 

proteinuria reoccurred, and 2 months before admission, a 24-hour specimen 

of urine contained 2200 mg of protein. 

 



Six weeks before admission, the patient was seen at this hospital. She 

weighed 95.5 kg. Her blood pressure was 150/100 mmHg. Physical 

examination showed a gravid uterus of appropriate size. An 

ultrasonographic examination showed a normal amniotic fluid and an 

active fetus corresponding to 20 weeks’ gestation. Atenolol, prednisone, and 

aspirin were administered. 

 

One day before admission, a repeated ultrasonographic study revealed good 

fetal activity. At the time of admission, her medications included atenolol, 

methyldopa, prednisone, cimetidine, and a multivitamin tablet. The 

temperature was 36.9℃, the pulse was 96, and the respirations were 24. 

The blood pressure was 130/90 mmHg. There was ++ peripheral edema. The 

patient’s medications were continued, and betamethasone was injected 

intramuscularly on each of the first two hospital days.  

 

  



B-2a 以下の英文を和訳してください。 

MATERIALS AND METHODS 

 

This randomized, double-blind, placebo-controlled study was conducted at 

100 medical institutions in Australia, Europe, and North America. The 

study was conducted in accordance with the GCP Guidelines and the 

Declaration of Helsinki. The ethics committees approved the protocol, and 

all patients gave written informed consent before the start of the study. 

 

Patients 

Male and female patients, 20 years of age or older, with urinary frequency 

(eight or more micturitions every 24 hours), urge incontinence (five or more 

incontinence episodes per week), and symptoms of an overactive bladder for 

6 months or longer were eligible for inclusion.  Micturition diaries 

completed before randomization were used to quantify the baseline urinary 

frequency and urge incontinence episodes. Patients were recruited solely on 

the basis of these symptoms, irrespective of whether they had received prior 

treatment and irrespective of their response to prior antimuscarinic 

therapy. 

 

The exclusion criteria were demonstrable stress incontinence, total daily 

urine volume greater than 3 L, any contraindications to antimuscarinic 

treatment, significant hepatic or renal disease (biochemical markers twice 

the upper limit of the normal reference range), symptomatic or recurrent 

urinary tract infections, interstitial cystitis, hematuria or bladder outlet 

obstruction, current electrostimulation or bladder training therapy, and 

indwelling catheter or intermittent self-catheterization. Pregnant or 

nursing women and women of childbearing potential not using reliable 

contraceptive methods were also excluded from enrollment. Other 

treatments for an overactive bladder such as anticholinergic drugs or drugs 

that inhibit cytochrome P450 3A4 were not allowed. An exception was made 

for those receiving estrogen treatment who had started therapy more than 

2 months before randomization. Treatment with an investigational drug in 

the 2 months before study entry was also prohibited by the protocol. 

 

Study Design 



At an initial screening visit, a complete medical and drug history was taken, 

along with a full laboratory screen and a midstream specimen of urine for 

culture/urinalysis. Eligible patients were enrolled into a 1 or 2-week 

washout/run-in period, during which the number of incontinence episodes 

and frequency of micturition were recorded for 7 consecutive days using 

micturition diaries. The volume voided (in milliliters) for every micturition 

and the use of incontinence pads were recorded for at least 2 days. 

 

 

 

B-2b 以下の英文を和訳してください。 

Eligible patients were subsequently randomized, using the procedure of 

random permuted blocks, to oral therapy with Drug A 4 mg once daily, Drug 

B 2 mg twice daily, or placebo for 12 weeks. A double dummy technique was 

used to maintain blinding. No dose adjustment was allowed during the 

study. A follow-up visit 1 week after the end of treatment was performed to 

record any adverse events and changes in concomitant medication. 

Compliance was assessed by counting the returned unused study drug. 

 

Clinical Assessment 

The primary efficacy endpoint was the change in the number of 

incontinence episodes per week from baseline to Week 12. Treatment 

efficacy was assessed by comparing the changes in the micturition diary 

parameters from baseline to Week 12. The following parameters were 

calculated from the patient micturition diaries: number of incontinence 

episodes per week, number of micturitions every 24 hours, volume voided 

per micturition, and number of pads used every 24 hours. 

 

Tolerability and Safety 

The adverse events reported during the 12-week treatment period and 1 

week of follow-up were categorized, and the likelihood of a causal 

relationship to the study drug was determined. Dry mouth was further 

subcategorized in terms of intensity (mild, does not interfere with patient’s 

usual function; moderate, interferes to some extent with patient’s usual 

function; and severe, interferes significantly with patient’s usual function). 

 



Blood biochemical and hematologic parameters were assessed at the end of 

the treatment period. A subset of elderly patients (65 years old or older) also 

underwent electrocardiography at baseline and study end to monitor 

cardiac safety. Patients could be withdrawn from the study if it was thought 

medically necessary or at the patient’s request. 

 

Statistical Analysis 

An analysis of efficacy was performed for all randomized patients on an 

intent-to-treat basis.  Between-group comparisons were made using 

analysis of variance. Between-group differences for the categorical 

variables were analyzed using the chi-square test. The percentage change 

in the number of incontinence episodes per week was also analyzed using a 

stratified Wilcoxon rank-sum test. All other variables were analyzed 

descriptively. 

 

 

B-2c 以下の英文を和訳してください。 

RESULTS 

 

A total of 1000 patients with overactive bladder were enrolled into the study. 

Most patients were women and approximately 50% of patients in each 

treatment group had received previous treatment for overactive bladder, 

40% of whom had experienced poor results. The treatment groups were also 

well matched with regard to demographic and baseline disease 

characteristics.  

 

Micturition Diary Parameters 

The efficacy data after 12 weeks of treatment are presented in Table 1. Both 

Drug A and Drug B demonstrated highly statistically significant reductions 

in the number of incontinence episodes compared with placebo. These 

improvements in incontinence rates were accompanied by a reduction on 

pad usage to one pad daily or a 30% reduction from baseline in both groups, 

significantly different from placebo. Treatment with both active drugs 

produced statistically significant improvements in all other micturition 

diary parameters compared with placebo. 

 



Tolerability and Safety 

The most common adverse events in all treatment groups were dry mouth, 

constipation, and headache. Other less common symptoms, including 

gastrointestinal upset, visual disturbances, and cognitive impairment, are 

also listed (Table 2). Aside from dry mouth, all the other side effects were 

seen with a similar frequency in the treatment and placebo groups. No 

nervous system or cardiovascular system safety concerns were noted. 

 

Most instances of dry mouth were categorized as mild or moderate in 

intensity; only 2.0% of those treated with Drug A experienced severe dry 

mouth. The total rate of dry mouth was 20%, 30%, and 10% for Drug A, 

Drug B, and placebo, respectively. Patients taking Drug A had 10% less dry 

mouth than those taking Drug B. 

 

A total of 40 patients reported serious adverse events during the study, 

which led to the premature withdrawal of 15 patients. No causal 

relationship was thought to account for any serious adverse event. Two 

deaths occurred during the study, one each in the Drug A and placebo group. 

Neither was considered to be drug related. No clinically significant changes 

in the laboratory or electrocardiogram parameters were noted between 

baseline and study end. 

 

 

  



B-3 以下の英文を和訳してください(薬剤Aを 2用量で肝疾患患者に投与し、

インターフェロンと比較した臨床試験の報告です)。 

CLINICAL EXPERIENCE 

 

The efficacy of 5 and 10 μg doses of Drug A in the treatment of chronic 

hepatitis C virus (HCV) infection was examined in a randomized, double-

blind clinical study involving 700 patients previously untreated with 

interferon. Patients were 18 years or older, tested positive for HCV RNA, 

and had elevated serum alanine aminotransferase (ALT) concentrations 

averaging > 1.5 times the upper limit of normal. Staging of chronic liver 

disease was confirmed by a liver biopsy taken within 1 year prior to 

enrollment. 

 

Efficacy of Drug A therapy was assessed by measurement of serum ALT 

concentrations at the end of therapy and following 24 weeks of observation 

after the end of treatment. Serum HCV RNA was also assessed using a 

quantitative reverse transcriptase polymerase chain reaction (RT-PCR) 

assay with a lower limit of sensitivity of 100 copies/mL. 

 

Liver histology was assessed by comparing the histology activity index 

(HAI) score of a pretreatment biopsy specimen with the HAI score from a 

specimen obtained 24 weeks after cessation of therapy. 

 

Patients enrolled in the study were randomized to one of three treatment 

groups: Drug A at a dose of 5 μg, Drug A at a dose of 10 μg, or interferon at 

a dose of 3 million international units (IU). All patients were scheduled to 

receive their respective treatments SC three times per week for 24 weeks. 

Following treatment, patients were observed for an additional 24 weeks to 

assess durability of ALT normalization. 

 

Among the Drug A treatment groups in this study, the 10 μg dose group 

demonstrated a similar efficacy profile when compared to the interferon 

group. The 5 μg Drug A dose group had lesser efficacy: 3% of patients 

receiving 5 μg Drug A had sustained reductions in their ALT concentrations 

to within the normal range and 3% had sustained reductions in HCV RNA 

to below detectable limits. Similar improvement in liver histology, assessed 



by HAI score, was observed in the 10 μg Drug A (70%), 5 μg Drug A (60%), 

and interferon (65%) groups. 

 

  



C-1 以下の英文を和訳してください。 

PRECAUTIONS 

 

Since the use of type-I interferons has been associated with depression, 

Drug A should not be used in patients with a history of severe psychiatric 

disorders and should be discontinued in patients developing severe 

depression, suicidal ideation, or other severe psychiatric disorders. 

Drug A should be used with caution in patients with a history of cardiac 

disease. Hypertension (5%), tachycardia (4%), and palpitation (3%) were the 

most common cardiovascular adverse events reported for 9 μg Drug A, with 

1% of patients reporting tachyarrhythmias which were dose-limiting. 

 

Drug A should be used cautiously in patients with abnormally low 

peripheral blood cell counts or who are receiving agents that are known to 

cause myelosuppression. Leukopenia, particularly granulocytopenia, may 

be severe in patients treated with interferons, including Drug A, and may 

necessitate dose reduction or temporary dose cessation. Thrombocytopenia 

is a common, but less severe, event often associated with interferon therapy. 

Therapy should be withheld if the absolute neutrophil count is < 500 x 106/L 

or if the platelet count is < 50 x 109/L. Transplantation patients, or other 

chronically immunosuppressed patients, should receive Drug A with 

caution. 

 

Serious acute hypersensitivity reactions have been reported in rare 

instances following treatment with interferons. If hypersensitivity 

reactions occur (e.g., urticaria, angioedema, bronchoconstriction, 

anaphylaxis), the drug should be discontinued immediately and appropriate 

medical treatment instituted. 

 

Ophthalmologic disorders have been reported with treatment with 

interferons. Investigators using interferons have reported the occurrence of 

retinal hemorrhages, cotton wool spots, and retinal artery or vein 

obstruction in rare instances. Any patient complaining of loss of visual 

acuity or visual field should have an eye examination. Because these ocular 

events may occur in conjunction with other disease states, a visual exam 

prior to initiation of interferon therapy is recommended in patients with 



diabetes mellitus or hypertension. 

 

Exacerbation of autoimmune disease has been reported in patients 

receiving type-I interferon therapy. Drug A should not be used in patients 

with autoimmune hepatitis and be used with caution in patients with 

other autoimmune disorders. 

 

  



C-2 以下の英文を和訳してください。 

ADVERSE EVENTS 

 

Adverse events that were reported, regardless of attribution to treatment, 

in at least 5% of the patients in the Drug A group are presented in Table 1. 

Most adverse events were mild-to-moderate in severity and abated with 

cessation of therapy. Flu-like symptoms (i.e., headache, fatigue, fever, 

rigors, myalgia, sweating increased, and arthralgia) were the most 

frequently reported treatment-related adverse events. Most were short-

lived and could be treated symptomatically. Depression, usually mild-to-

moderate in severity, was reported in 20% of patients who received Drug A 

and was the most common adverse event resulting in study drug 

discontinuation. 

 

Laboratory Values 

The following laboratory parameters were found to be affected by therapy 

with Drug A in the 300 patients who received treatment with Drug A. 

 

Hemoglobin and Hematocrit: Treatment with Drug A was associated with 

gradual decreases in mean values of hemoglobin and hematocrit. 

Decreases from baseline of 20% or more in hemoglobin or hematocrit were 

seen in 1% of patients or less. 

White Blood Cells: Drug A treatment was associated with decreases in 

mean values of both total white blood cell (WBC) count and neutrophil 

count within the first 2 weeks of treatment. By the end of treatment, mean 

decreases from baseline of 20% for WBCs and 25% for neutrophil count 

were observed. These effects reversed during the post-treatment 

observation period. In two Drug A-treated patients, decreases in 

neutrophil count to levels below 500 x 106 cells/L were seen. In both cases, 

the neutrophil count returned to clinically acceptable levels with reduction 

of the dose of Drug A, and these transient decreases in neutrophils were 

not associated with infections. 

Triglycerides: Mean values of serum triglyceride increased shortly after 

the start of administration of Drug A, with increases of 40%, compared 

with baseline, at the end of the treatment period. Seven percent of the 

patients developed values which were at least three times above 



pretreatment levels during treatment. This effect was promptly reversed 

after discontinuation of treatment. 

Thyroid Function: Drug A treatment was associated with biochemical 

changes consistent with hypothyroidism including increases in TSH and 

decreases in T4 mean values. Increases in TSH to greater than 8 mU/L were 

seen in 10% of Drug A-treated patients either during the treatment period 

or the 24-week post-treatment observation period. Thyroid supplements 

were instituted in approximately one third of these patients. 

 

  



C-3 以下の英文を和訳してください。 

WARNINGS 

 

General: Outside of a well-designed clinical study, Drug A should not be 

used in combination with 5-FU or LV because of reports of increased 

toxicity, including deaths. Drug A should be used as recommended. 

 

Diarrhea: Drug A can induce both early and late forms of diarrhea that 

appear to be mediated by different mechanisms. Patients with severe 

diarrhea should be carefully monitored, should be given fluid and 

electrolyte replacement if they become dehydrated, and should be given 

antibiotic support if they develop ileus, fever, or severe neutropenia. 

 

Myelosuppression: Deaths due to sepsis following severe myelosuppression 

have been reported in patients treated with Drug A. Therapy with Drug A 

should be temporarily omitted during a course of therapy if neutropenic 

fever occurs or if the absolute neutrophil count drops below 1000/mm3. After 

the patient recovers to an absolute neutrophil count 1000/mm3, subsequent 

doses of Drug A should be reduced depending upon the level of 

myelosuppression observed. 

 

Colitis/Ileus: Cases of colitis complicated by ulceration, bleeding, ileus or 

what was described as toxic megacolon have been observed rarely. 

 

Renal Impairment: Rare cases of renal impairment and acute renal failure 

have been identified, usually in patients who became volume depleted from 

severe vomiting or diarrhea. 

 

Pregnancy: Drug A may cause fetal harm when administered to a pregnant 

woman. Radiolabeled compound crosses the placenta of rats following 

intravenous administration of 10 mg/kg. Administration of 5 mg/kg/day 



Drug A to rats and rabbits during the period of organogenesis, is 

embryotoxic as characterized by increased post-implantation loss and 

decreased numbers of live fetuses. 

 

Drug A was teratogenic in rats at doses greater than 1 mg/kg/day and in 

rabbits at 5 mg/kg/day. Teratogenic effects included a variety of external, 

visceral, and skeletal abnormalities. 

 

Drug A administered to rat dams for the period following organogenesis 

through weaning at doses of 5 mg/kg/day caused decreased learning ability 

and decreased female body weights in the offspring. 

 

There are no controlled studies of Drug A in pregnant women. If the drug is 

used during pregnancy, or if the patient becomes pregnant while receiving 

this drug, the patient should be apprised of the potential hazard to the fetus. 

Women of childbearing potential should be advised to avoid becoming 

pregnant while receiving treatment with Drug A. 

 

  



C-4 以下の英文を和訳してください。 

Informed Consent 

 

The consent form must include all elements required by ICH, GCP, and 

applicable regulatory requirements and must adhere to the ethical 

principles that have their origin in the Declaration of Helsinki. The 

consent form must also include a statement that regulatory authorities 

have direct access to subject records. 

 

When prior consent of the subject is not possible, the consent of the 

subject’s legally acceptable representative should be requested. The 

investigator must obtain documented approval by the institutional review 

board/independent ethics committee (IRB/IEC)* for the subject’s 

participation in order to protect the rights, safety, and well-being of the 

subject and to ensure compliance with the applicable regulatory 

requirements. 

 

The investigator must provide the subject or legally acceptable 

representative with the consent form and written information about the 

study in language that is non-technical and easily understood. The 

investigator should allow time necessary for the subject to inquire about 

the details of the study, then the consent form must be signed and dated 

by the subject and the person who conducted the informed consent 

discussion. If the subject is unable to read, an impartial witness should be 

present during the entire informed consent discussion. After the subject 

orally consents and has signed, the witness should sign and date the 

consent form attesting that the subject understands and has freely given 

consent. 

 

The consent form and any other information provided to the subject 

should be revised whenever important new information becomes available 

that is relevant to the subject’s consent. The investigator or a person 

designated by the investigator should fully inform the subject of any new 

information relevant to the subject’s willingness to continue participation 

in the study. This communication should be documented. 

 



During the subject’s participation in the study, any updates to the consent 

form and written information will be provided to the subject. 

 

* Before study initiation, the investigator must have written and dated 

approval form from the IRB/IEC for the protocol, consent form, subject 

recruitment materials, and any other written information to be provided to 

subjects. The investigator must also provide the IRB/IEC with a copy of the 

Investigator’s Brochure. 

 

 

  



JE-1 以下の和文を英訳してください。 

シンバスタチン濃度高値が原因と考えられた横紋筋融解症の一例 

 

【目的】プロテアーゼ阻害剤によるリポジストロフィーは、不快な副作用でそ

のコントロールが問題となっている。今回、その治療に用いたシンバスタチン

の投与後に横紋筋融解症を来した一例を経験したので報告する。【症例】49歳、

男性。平成 10年 10月 HIV感染症と診断された。同年 11月より HAART開

始（d4T、3TC、NFV）された。既に認められていた腎機能障害が徐々に増悪

したため、維持透析の導入を目的に当院に紹介。平成 13年 4/30より熱発を認

め、5/1緊急入院した。なお、同年 3月、膵腫大とアミラーゼ上昇が認められ

たため、HAARTは中止されたが、シンバスタチンを含む内服薬は継続されて

いた。【経過】入院時、両側下肢の筋肉痛および筋力低下を認め、CPK 6890 

IU/L と上昇が認められ、5/4 に内服薬中止したが、5/6 には CPK 値が

23580IU/Lまで増悪し、また、Ccr 67 ml/minと低下していたため、5/7より

血液透析を施行。以後 CPK値は改善傾向となり、5/18には正常化した。その

後の経過は良好で、HAART 再開、維持透析導入となり、7 月退院した。【考

察】横紋筋融解の原因として、当初 HIV 感染および他の感染症の関与も考え

られたが、内服薬中止と血液透析により改善したことから、内服薬の関与が疑

われた。HMG-CoA 還元酵素阻害薬による横紋筋融解症の機序は明らかでは

ないが、血中濃度上昇に伴い発症頻度が増加するとされる。CYP3A4により代

謝されるシンバスタチンは、NFVによる CYP3A4の阻害によって、血中濃度

が上昇しやすい。リポジストロフィーに対する HMG-CoA 還元酵素阻害薬の

選択に際し、慎重を要するものと考えられた。 

 

  



JE-2 以下の和文を英訳してください。 

癌原性 

 

Drug A はマウスの経皮投与により、雌に乳腺の腺癌と下垂体の腺腫、ラット

の経皮投与により、雌雄に副腎の褐色細胞腫及び雄に包皮腺の腺腫の発生増加

が認められた。 

 

Drug A は変異原性試験の結果から、遺伝毒性による直接的な発癌作用はない

ものと考えられ、変化のみられた組織はホルモンの産生・分泌機能やホルモン

受容体を有することなどから、ホルモン異常を介して二次的にマウス及びラッ

トの内分泌器官に腫瘍を発生させたものと推察された。 

 

Drug A による腫瘍発生の増加、特に乳腺腫瘍の発症がホルモンを介した変化

であることを証明するために、マウス 104 週間経皮投与癌原性試験を行い、

乳腺腫瘍の発症に関与するとされるプロラクチン分泌に対する作用を検討し

た。 

 

予試験において 100mg/kg 以上で、心臓、肝臓、脾臓の重量増加と肝臓、脾臓

に軽度な組織変化が認められたことより、本試験における投与量は顕著な毒性

変化がみられず、104 週間の投与が可能と考えられる 80mg/kg を最高投与量

とし、以下公比約 3.2 で 25 及び 8mg/kg の計 3 群を設定した。 

 

104 週間経皮投与した結果、雄に肝臓の肝細胞腺腫、雄の 25mg/kg で脾臓の

血管内皮腫、雌に乳腺の腺癌と下垂体の腺腫の発生増加が観察された。これら

のうち、肝細胞腺腫はマウスの加齢にともなう一般的な変化であり、発症頻度

も正常発現率の範囲内であること、また、脾臓の血管内皮腫は塗布部位の血管

で発症しなかったこと及び用量反応性もみられなかったことより、いずれも

Drug A に起因した変化ではないものと考えられた。 

 

非腫瘍性変化として肝過形成結節の増加が雄の 80mg/kg でみられた。本試験

に用いた B6C3F1 系は、雄の場合良性あるいは悪性の増殖性肝病変を高頻度

で自然発症することが知られており、Drug A はマウスにおいて血清プロラク

チン値を上昇させることから、肝過形成結節の増加は肝病変の好発系統マウ

スの雄において Drug A のプロラクチン分泌促進作用により増長されて現れ

たマウス特有の現象であり、ヒトで発現する可能性の低い変化と考えられ

た。 



 

 

  



JE-3 以下の和文を英訳してください。 

25 歳の男性患者が、1995 年 7 月、成長ホルモン分泌不全症と診断された。

1995 年 8 月、経蝶形骨洞腫瘍生検術が行われ、血中腫瘍マーカー陰性及び画

像所見にて胚芽腫と診断された。1995 年 9 月、胚芽腫に対して化学療法と放

射線療法が施行された。2000 年 9 月、患者は頚部と肩の痛みを訴えたが、神

経学的な症状はなく経過観察となった。2000 年 11 月、患者は約 3 週間前に

皮疹が出たと訴え皮膚科を受診し、軽度の貨幣状皮疹と診断され外用薬（ジフ

ルプレドナート及びヘパリン）が処方され経過観察となった。2000 年 12 月、

軽度（非重篤）の右手のしびれ（頚腕症候群）が認められた。2001 年 1 月、

頚腕症候群に対しパラフィン浴が行われた。2001 年 3 月、皮疹は外用薬塗布

にて軽快したが残存していたため皮膚科を再診し、外用薬の塗布は続行され

た。頚部のこり、頭痛、右手のしびれがあり、頭頸部の X 線写真が撮影され

たが異常所見はなく、頚腕症候群に対してロキソプロフェンナトリウム及び

塩酸チザニジンの経口投与が開始された。2001 年 5 月、症状が軽快しなかっ

たため当院を再診した。頭部 CT では異常所見は認められなかったが、頚部

MRI にて頚髄腫瘍と診断された。2001 年 6 月、精査加療のため当院に入院し

た。中等度の筋力低下、軽度の情緒不安定、不安感、疎外感も認められた。そ

の後の検査で頚腕症候群、筋力低下、情緒不安定、不安感、疎外感は頚髄腫瘍

に随伴する症状であると判断された。2002 年 1 月、頚腕症候群、筋力低下は

後遺症を残して回復、その他の事象も回復したことが確認された。 

 

  



JE-4 以下の和文を英訳してください。 

1 ヵ月間反復投与毒性試験 

 

0.5% CMC 溶液に Drug A と Drug B を 2：1 の割合で懸濁し、雌雄 SD 系ラ

ットに 1 ヵ月間反復経口投与した。投与量として、50/25、100/50、

300/150mg/kg を設定した。対照群には溶媒を投与した。 

 

いずれの群においても死亡は認められず、一般状態、眼科学的検査、剖検にお

いて異常は認められなかった。100/50mg/kg 以上の雄で体重増加の抑制及び

摂餌量の低下、300/150mg/kg の群の雌雄で摂水量の増加が認められた。体重

増加抑制及び摂餌量低下の機序の詳細は不明であるが、他のアンジオテンシ

ン II 受容体拮抗薬においても認められ、これらの変化は生理食塩液の給与に

より消失することが報告されていることから、これらの Drug A の薬理作用に

関連した変化と考えられた。血液学的検査では、100/50mg/kg 群の雌及び

300/150mg/kg 群の雌雄で赤血球数、ヘマトクリット、ヘモグロビンの低下、

300/150mg/kg 群の雌雄で網状赤血球数の増加が認められた。血液化学的検査

では 50/25mg/kg 以上の群の雌雄で BUN の増加、100/50mg/kg 以上の雄でカ

リウム及びマグネシウムの増加、300/150mg/kg 群の雌雄でクレアチニンの増

加及び総タンパクの低下、雄でコレステロールの増加、雌でマグネシウムの増

加が認められた。BUN の増加は、Drug A による降圧に対する二次的反応と

して糸球体濾過量が減少し生じた変化と考えられた。臓器重量の変化として、

すべての投与群の雄で腎臓重量の増加が認められた。病理組織学的検査では、

300/150mg/kg 群の雌雄で腎臓の糸球体輸入細動脈の肥厚がみられた。 

 

以上の結果、用量依存的な薬理作用に起因した変化がみられた。本試験におけ

る無影響量は 50/25mg/kg/日と推定された。 

 

  



JE-5 以下の和文を英訳してください。 

試験対象 

 

本試験は、肝細胞癌患者のうち、下記の選択基準に合致し、除外基準には該当

しない患者で実施する。さらに、本試験への登録前に、試験内容の十分な説明

を行い、患者より文書による同意の得られた患者とする。 

 

（1）選択基準 

1）切除不能で組織学的又は臨床的に肝細胞癌と確認されている患者 

2）肝臓に限局した測定可能病変を有し、肝外転移のない患者 

3）前治療の影響が残っていないと認められる患者 

4）Performance Status が 0～2 の患者 

5）臨床病期が I 又は II の患者 

6）主要臓器（骨髄、腎臓、心臓）の機能が十分保持されている患者 

7）性別は男女を問わない 

8）年齢が 20 歳以上 75 歳未満の患者 

9）予想生存期間が 2 ヵ月以上の患者 

 

（2）除外基準 

1）重篤な合併症を有する患者（但し、慢性肝炎及び肝硬変症は除く） 

2）重篤な過敏症の既往歴のある患者 

3）妊婦、授乳婦及び妊娠している可能性がある患者 

4）その他の理由で治験責任医師又は治験分担医師が本試験の対象として不適

当と判断した患者 

 

 

 

 

 

 

 

 


